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INTRODUCTION 


Charles Wesley Dunn 
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HIS IS THE first issue of the new Food Drug Cosmetic Law 
Quarterly. It is an original publication in this field of law, the need 
of which has been long indicated; and one that should have an 
important value to all interested in its subject. For the Quarterly is 
designed to provide a constructive discussion of this law, through a 
continuing series of authoritative papers on it; in order to accomplish 
significant objectives. They are: (1) to create a better understanding of 
this law; (2) to further a due solution of its problems; (3) to achieve 
a high state of its operation, application and development; and (4) thus 
to secure a maximum attainment of its great remedial purposes, which are 
to safeguard the health of our people and to protect them from injurious 
trade deceit. In short: while this law receives appropriate consideration 
by the officers who administer it and the courts which enforce it, there 
remains the need of its basic study as a fundamental law of the land and 
for the objective stated. And the Quarterly is intended to satisfy this 
need, to the extent that such a publication can do so. 
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The food, drug and cosmetic law is broad in scope and varied in 
kind; and it ranges from the Federal Food, Drug, and Cosmetic Act to 
the State Pharmacy Law. But-it is primarily directed to prevent the 
adulteration, misbranding and false advertisement of its products; and 
in this conception it now invites three general comments. The first com- 
ment is that this law is the most important one we have, to regulate the 
products of commerce. For it aims to assure the safety, integrity and 
honesty of the two products, foods and drugs, on which our people mainly 
depend for life and health. The second comment is that this law followed 
the political course of our country, in its historical development. For it 
originated in England;* it began in the Colonies; it matured in the States; 
and it reached a national climax in the federal law.? And its develop- 
ment was according to this general pattern: it was first a food and next 
a drug and then a cosmetic law; it evolved from a special law into a 
general one; it advanced in prohibition from short weight and measure 
to adulteration to misbranding to false advertisement; and it emerged 
from a technical revenue measure into a basic protective law. The third 
comment is that this law, in its practical aspect, reflects the economic 
and social progress of our country. For through it we see the evolution 
in the business of manufacturing and selling foods, drugs and cosmetics, 
down the years; the growing social responsibility for and in that busi- 
ness; and the related changes in the consumption habits of our people. 
We see the increase of scientific research in the production of these 
products; and the resulting advance in the sciences of nutrition and 
medicine. We see the transition in the merchandising of such products; 
and the rise of advertising as a dominating force in marketing them. We 
see the revolution in the relation of government to business, through the 
abandonment of the laissez faire doctrine; and likewise in the relation 
of business to the consuming public, through the substitution of caveat 
venditor for cavet emptor as the rule of trade. All of which is so because 
the laws of a democracy, which the people make to govern ordinary 
affairs, are a mirror of their national life; and an index to the progress in it. 


1 The English law dates back to the Magna Charta, in 1225, which provided that there 
shall be one measure of wine. ale and corn, throughout the realm. Therefore the food, 
drug and cosmetic law in this country originated in the great charter of rights, from 
which our free institutions are historically derived. 


2 It is the original Federal Food and Drugs Act of 1906: and the succeeding Federal 
Food, Drug, and Cosmetic Act of 1938, now in effect. 
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This issue of the Quarterly contains the papers delivered at the first 
annual meeting of the Section on Food, Drug and Cosmetic i.aw of the 
New York State Bar Association,’ on January 24, 1946; and cne other. 
They discuss this law, in general; the Federal Food, Drug, and Cosmetic 
Act, in particular; and the supplemental food-product liability law,* in 
addition. They principally deal with the aforesaid Act, because it is 
the major part of the food, drug and cosmetic law; its history, intend- 
ment, function, administration and provisions are importantly explained; 
and the provisions reviewed include those relating to food standards, 
new drugs and slack-filled packages. There is also an instructive paper 
on state legislation for the enrichment of white flour and bread; the 
two papers on the above supplemental law have large reference value; 
and the several technical papers are well documented. It follows that 
altogether these papers make a good beginning on a constructive study 
of the law before us, which the Quarterly is designed to provide; and 
there can be no question about their authoritative character, broadly 
speaking. For their authors include two officials, who have a high place 
in the administration of the Federal Food, Drug, and Cosmetic Act; a 
prominent member of the Food and Nutrition Board of the National 
Research Council; and distinguished lawyers, who specialize in the law 
they examine. 


The Section on Food, Drug and Cosmetic Law has the historic 
significance that it is the first organization of the American bar, with 
respect to this law;' and such an organization has been long suggested 
by the fundamental value of this law, the modern expansion in it, and 
the increasing number of lawyers who must deal with it. The Section 
was established on July 19, 1945, with 27 charter members. It now’ 
has 100 active members, who are lawyers in New York State; and 29 
associate members, who are lawyers in other States, except one who is 
located in Honolulu. Hence the total membership has now reached 129; 


* This Association was incorporated on May 2, 1877. 

* This is the law which governs a private suit for damages, allegedly caused by injury 
from the use of a food. A suit usually instituted by a consumer of the product, against 
its manufacturer. 

5 Likewise the January 24th meeting of the Section has the historic significance that 
it was the first meeting of the American bar, in the fleld of this law. 

* It is recalled that the food industry is our largest one, in volume of business; and 
that the drug and cosmetic industries each do a relatively large business. Therefore 
many lawyers are required to serve these industries; and their number is progressively 
increasing. 

™ March 1, 1946. 


Introduction Page 5 








it is constantly growing; and it includes the leaders in this branch of the 
law, throughout the country. The Section, of course, is a wholly pro- 
fessional body; and exclusively dedicated to public service. It is an 
organic part of the New York State Bar Association, which was incor- 
porated ‘‘to cultivate the science of jurisprudence, to promote reform in 
the law, to facilitate the administration of justice, to elevate the standard 
of inegrity, honor and courtesy in the legal profession”. And it may be 
said to have two immediate purposes. They are: (1) to bring members 
of the bar, who practice in the field of the food, drug and cosmetic law. 
into a professional association of mutual benefit a. 1 public service; and 
(2) thus to provide them with a forum where they can basically study 
this law, for its due operation, application and development. Conse- 
quently the purposes of this Section coincide with the objectives of the 
Quarterly; and that is why the former is so interested-in the success of 
the latter.* 


The Section has created standing committees on the food law, 
beverage law, drug law, cosmetic law and product liability law, respec- 
tively; with a competent chairman for each. And at its first annual 
meeting on January 24th last, the Section unanimously adopted resolu- 
tions to the following effect: (a) condemning any commercial misuse 
of the food, drug and cosmetic law, to prevent or hamper competition; 
(b) recommending adherence to the established legal principle that the 
manufacturer of a food, drug or cosmetic is only liable to the consumer 
for damages from an injury through its use, where such injury was 
caused by his negligence; (c) recommending the general enactment of 
state legislation, which is uniform with the Federal Food, Drug, and 
Cosmetic Act; (d) recommending a study of the problem involved in 
a continued amendment of the Federal Food, Drug, and Cosmetic Act. 
relating to specific new drugs and their advance certification by the 
Government, for its appropriate solution; (e) recommending a transfer 
to the Federal Food, Drug, and Cosmetic Act of the law against the 
false advertisement of these products, now incorporated in the Federal 
Trade Commission Act, whereby the national law on this subject is 
consolidated and administered by one agency; and (f) recommending 


* A committee [see second page in this issue} has been organized from the charter 
members of this Section, to advise the publisher of the Quarterly on it. This committee 
is not a part of the Section; it simply advises what papers are appropriately included in 
the Quarterly; and it assumes no other responsibility with respect to them. 
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the enactment of a new federal law, regulating the labeling of poisonous 
drugs. For this law is indicated to protect the consuming public; and to 
provide a standard for uniform state legislation with respect to drugs 
sold in interstate commerce. The absence of such a law is a serious gap 
in the federal food, drug and cosmetic law, as it now exists; which the 
Federal Caustic Poison Act is far short of filling. 


In conclusion: it gives me deep pleasure to quote the following 
letter from Dr. P. B. Dunbar, Commissioner of Food and Drugs in 
the Food and Drug Administration of the Federal Security Agency, 
in comment on the organization of the Section on Food, Drug, and 
Cosmetic Law and the institution of the Food Drug Cosmetic Law 
Quarterly. 


Dr. Dunbar’s letter appears on the 
next page 
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FEDERAL SECURITY AGENCY 
FOOD AND DRUG ADMINISTRATION 
WASHINGTON, D. C. 


25 





February 25, 1946 


Mr. Charles Wesley Dunn, Chairman 
Section on Food, Drug and Cosmetic Law 
New York State Bar Association 

608 Fifth Avenue 

New York 20, New York 


Dear Mr. Dunn: 


The passage of the Federal Food and Drugs Act of 1906 was 
significant in its recognition of the responsibility of the Federal 
Government for the protection of American consumers and reputable 
manufacturers against adulterated and misbranded foods and drugs. 
The law was viewed by the consuming public and by many manufacturers 
as a highly beneficent measure. 


Between 1906 and 1938 important judicial decisions were 
rendered upholding some provisions of the Act and revealing 
deficiencies in others. The latter were remedied in part by amend- 
ments to the Act of 1906 and in large measure by the enactment of 
the Food, Drug, and Cosmetic Act of 1938. Forty years of enforcement 
have demonstrated the power of these two laws to give a large measure 
of protection to consumers and careful manufacturers. 


It is perhaps surprising that a formal organization like the 
new Section on Food, Drug and Cosmetic Law of the New York State Bar 
Association was not formed long ago. A few lawyers early recognized 
the intriguing character of the legal problems arising under these 
laws. Authoritative articles on phases of the food, drug and cos- 
metic laws have appeared at intervals but until now the subject has 
not received the systematic attention by the legal profession that 
its importance deserves. 


The formation of the *ood, Drug and Cosmetic Section gives 
concrete evidence of the recognition by lawyers of the importance 
that these laws have assumed in our national life. The launching 
of the Quarterly Review will supply a forum for the constructive 
discussion of basic developments in these laws. These two develop- 
ments of the year 1946 mark most appropriately the fortieth 
anniversary of the passage of the Federal statute of 1906. 





Sincerely yours, 


Commissioner of Food and Drugs 











THE ADMINISTRATION OF 


me FEDERAL FOOD, DRUG 
wo COSMETIC ACT 


Charles W. Crawford 


ment of the law under discussion is the Food and Drug Admin- 

istration of the Federal Security Agency. I hope that in connection 
with the scholarly discussions we have heard of the law itself there may 
be some value in discussing the magnitude and character of the enforce- 
ment job, the organization that has been set up for doing it, its general 
policies and plans of operations, and the methods used in formulating 
programs of action. 


[= FEDERAL AGENCY primarily concerned with the enforce- 


According to our latest estimates, there are about 65,000 estab- 
lishments in the country that manufacture food products. About 6,500 
manufacture drugs and therapeutic devices of various kinds. There 
are somewhat less than 1,000 manufacturers of cosmetics, coal-tar colors 
and the like. The total value of the output of these seventy-odd thousand 
domestic factories, much of which moves in interstate commerce, is 
estimated at more than $25,000,000,000 annually. Nearly 20,000 import 
shipments of foods, drugs, and cosmetics were received during the 
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“Food and drug legis- 
lation is not static. It 
should not be so. Scien- 
tific and technical ad- 
vances in production 
and distribution, the 
creation of new and im- 
proved products, and 
the shifting patterns of 
consumer demands cre- 
ate new problems that 
can be met only by legi - 
lative action,” says Mr. 
Crawford, who is Asso- 
ciate Commissioner of 
Food and Drugs, Fed- 
eral Security Agency 


fiscal year 1945. More than 3,000 public warehouses handle such do- 
mestic and imported goods, and we are concerned with the sanitary 
conditions of storage in these establishments. We are also concerned 
with non-manufactured products, such as fresh fruits and vegetables 
bearing spray residue or packed short weight. 


As Government bureaus go, the Food and Drug Administration 
is a small organization; its personnel on January 1 numbered 950. About 
575 of these, including the inspection personnel of some 200, are trained 
in various phases of scientific work. The remainder are in clerical and 
other non-professional classifications. 


About two-thirds of the total personnel is assigned to field service. 
This service is divided into three inspection districts, with headquarters 
at New York, Chicago and San Francisco. Each inspection district is 
divided into station territories of which there are a total of 16. Each 
station has a corps of inspectors, chemists and other technologists and 
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clerical personnel. The stations are the operating headquarters from 
which the details of inspection work are directed and where the bulk 
of the laboratory examinations are made. There are in addition three 
substations equipped with laboratory and inspection facilities and 25 
non-laboratory inspection posts. The stations, substations and inspection 
posts are strategically located to effect the most complete coverage 
practicable of the origin and flow of interstate traffic in the regulated 
commodities.* 


It is apparent that with this limited personnel, complete coverage 
of all products moving in Federal jurisdiction is impossible. Although 
approximately 63,000 samples were collected in 1945, it will be noted that 
this represents an average of less than one sample per domestic food 
factory, to say nothing of factories producing drugs, devices and cos- 
metics, of non-manufactured products, and of imports. Nothing more 
than occasional spot checking can be done, and even on this basis a high 
degree of selectivity is essential if anything approaching a maximum of 
consumer protection is to be attained with the available facilities. It has 
therefore been necessary to operate on what we call a project plan. 
This is merely a work program, the broad lines of which are reviewed 
and amended annually, or more frequently, as developments may require. 
Since all violations cannot be covered, it is obvious that intelligent 
selection must be made of those to be given attention. 


The formulation of such a plan necessarily takes into account the 
various types of violations, so that operations can be intensified against 
those which are of greatest significance to consumer welfare. Of course 
the most important activity is the suppression of violations that con- 
stitute a menace to health, such as the shipment of foods or cosmetics 
containing poisonous ingredients which may result in injury, wortb!<ss 
drugs offered for serious disease conditions, or potent drugs ~vnich are 
dangerous to health when taken as directed. Project plans always call 
for first attention to traffic exhibiting these violations. The plan must 
be sufficiently flexible to provide for increasing assignments to such 
traffic when there is an outbreak such as was involved in the elixir 
sulfanilamide disaster of 1937, or when floods carrying polluted waters 
inundate warehouses and contaminate stored commodities. 


* Addresses of field units are shown in the appendix. 
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Second in importance to violations which directly affect the public 
health are those arising from the preparation or holding of commodities 
under conditions which may result in decomposition or contamination 
with filth. Ordinarily, in such cases it is difficult, if not impossible, by the 
laboratory techniques so far devised, to demonstrate that filthy or de- 
composed materials are dangerous to health, although some forms of 
filth such as contamination by rodents are notoriously likely to transmit 
disease organisms. Of possibly less dangerous but of none the less 
revolting character are contaminations with various forms of insect life. 
Insistence upon wholesome materials and good housekeeping in the 
production, transportation and storage of commodities therefore yields 
precedence only to those activities against practices that can be more 
directly demonstrated to be of danger to health. 


Finally, the project plan provides for attention to violations which 
constitute economic cheats, such as the use of deceptive packages or the 
substitution of ersatz materials. Since this work must yield to that involv- 
ing public health and sanitation, plans must carefully provide for primary 
attention in the economic field oniy to those cheats and frauds which are 
clearly of significance to the consumer's pocketbook. 


The laying out of a general plan of project operation involves a 
thoroughgoing study of results obtained through past enforcement ex- 
periences and of the trends of current practices as revealed by inspection 
reports and other sources, such as reports from the industries and co- 
operating state and city officials. 


A careful appraisal must be made of the importance to consumers 
of each individual type of violation, and of the consequences which may 
flow from failure to act or from ineffective action. How badly does it 
damage the consumer's welfare and how does it compare in this respect 
with other violations under consideration? How clearly applicable is 
the law on the points involved? How effective are the laboratory 
methods and other available techniques for proving the violation 
in court? What risk to over-all enforcement would flow from the loss 
of court cases? Is the violation a widespread one in the industry or is 
it confined to only a few members? If unchecked is it likely to assume 
greater importance? What announcement, if any, should be made to the 
industry of administrative views on the practice in question? Would 
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a few legal actions directed at the worst offenders suffice or is an inten- 
sive campaign called for? Is seizure, criminal prosecution or injunction 
the weapon of choice or should two or all of these be used? These are 
some of the questions that must be resolved in determining, first, whether 
an item should be listed for action and, second, the amount and character 
of work to be allocated if it is listed. Only by such careful development 
of work plans can the maximum of consumer protection per dollar of 
appropriation be approached. 


Once formulated, the over-all plan is amplified into terms of specific 
operations by the individual districts and stations. They translate it 
into the actual number of inspection man hours to be devoted by each 
station to each item, and prepare other operating details. This permits 
the district and station chiefs to evaluate at any time during the year 
the degree to which they have fulfilled their obligations for the period. 
It is frequently necessary, because of unforeseen circumstances such as 
storm damage or new forms of violation which may require an extraordi- 
nary amount of time, to revamp the original estimates and change the 
time allocations of a great many of the items. 


Any efficient plan of work requires investigations of a surveillance 
character of commodities that have been listed for little or no actual 
regulatory operations. As soon as possible after their inception, the 
inspection service is expected to detect new forms of violations or a 
resumption of old forms that had once been discontinued, in order that an 
administrative appraisal may be made of the amount of work, if any, 
that can be spared from scheduled lines of operation and devoted to the 
new or revived violations. District and station chiefs are held strictly 
accountable for detecting and reporting such violations originating in 
their territories. The measure of their efficiency is based in part upon 
the promptitude with which they do this and in part upon the degree 
of law compliance existing in the industries in their territory. These 
factors are regarded as of vastly greater significance than the number 
of court cases developed. 


It is thus apparent that the major responsibility of the administrative 
officers in the field is the deployment of their all too few inspectors so 
as to obtain the fullest and most up-to-date information possible on the 
degree of compliance shown by the regulated industries in their terri- 
tories. Some of this information is acquired by market surveys but 
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most is obtained by the less expensive and more direct method of inter- 
viewing the manufacturers themselves and inspecting their factories. 
The comprehensive information our field officers possess concerning con- 
ditions in their territories is largely due to the freedom with which most 
manufacturers furnish the requested information and permit inspections 
to be made. It is significant that no case has yet been filed for violation 
of the factory inspection section of the Food, Drug, and Cosmetic Act. 
Most manufacturers are anxious to obey the law and inspectors are 
frequently able to point out needed changes in factory practice in order 
to avoid the possibility that violative products may be produced. This 
is particularly true with respect to factory sanitation. 


With the minor exception of a few specific forms of violation 
against which procedure by seizure action has been well charted, such 
as butter deviates more than a specified limit from the fat standard, 
the final responsibility for determining whether or not a specific case 
shall be referred to the Department of Justice for action rests in the 
administrative and legal offices in Washington. The stations and dis- 
tricts are, however, required to submit their discussions and recommenda- 
tions on each case they have developed, whether the contemplated action 
is seizure, criminal prosecution or injunction. The intimate knowledge 
possessed by the stations and districts of conditions within their terri- 
tories makes invaluable their views on individual cases, but central- 
izing in Washington the final handling of cases before they are referred 
to the Department of Justice promotes uniformity of action throughout 
the country and insures consistency in over-all administrative policy. 


As previously indicated, about one-third of the personnel of the 
organization is in Washington. A small proportion of this personnel 
is devoted exclusively to administrative work. The majority are assigned 
to the technical divisions, whose primary responsibility is investigation 
and research. The Food and Cosmetic Divisions confine their activities 
substantially to the products indicated by their names. The Medical 
Division, Microbiological Division, Vitamin Division, and the Divisions 
of Pharmacology and of Penicillin Control and Immunology are 
organized on the basis of specialized lines of scientific and technical work 
and are primarily concerned with problems in their respective fields 
embracing all products within the jurisdiction of the laws enforced by 
the Administration. 


Page 14 Food Drug Cosmetic Law Quarterly—March. 1946 





These technical divisions are manned by technical and scientific 
experts who serve as advisers to the administrative officers in the formu- 
lation of plans and policies of enforcement and to whom are assigned 
such tasks as the development of new analytical methods for facilitating 
action against violations, the determination of toxicity of substances 
used as ingredients of foods and drugs or which may find their way 
in as contaminants, and other highly specialized investigative work which 
field stations are not equipped to perform. They review the cases 
recommended for action by the field in order to insure the soundness of 
the scientific and technical evidence on which the case is based. Through 
their contacts with scientific workers throughout the country, they supple- 
ment their own laboratory data and accumulate factual information 
necessary to establish regulatory plans and policies. These contacts 
make invaluable their recommendations in the selection of expert wit- 
nesses to appear on behalf of the Government in contested cases. 


Some of the investigational work performed by these divisions may 
profoundly affect the future course of the food and drug industries. For 
example, the analytical methods worked out in the past few years for 
detecting insect and rodent contamination were published with dis- 
cussions on factory housekeeping methods of preventing contamination. 
The publication was widely disseminated among food, drug, and cos- 


etic manufacturers and has brought about a revolution in the sanitary 
practices of many plants. The number of court actions required is 
thereby lessened and more intensive consideration can be given to the 
relatively few recalcitrant members of the industcies. 


The formulation of regulatory policies on specific problems requires 
extensive teamwork among the organization's units I have described. It 
involves reports by the field service of all relevant information that can 
be acquired where the commodity under consideration is being produced. 
It involves thoroughgoing studies by the research units in Washington 
to determine as fully as possible the significance of the new product 
or the new practice in terms of consumer welfare. It involves discussions 
of administrative phases such as the extent of legal actions to be taken, 
and whether seizure, injunction or criminal prosecution, or some com- 
bination of these actions seems best calculated to protect consumer 
interests. If the violation is not too important to consumer welfare 
and is rather widespread within an industry, it may be desirable to make 
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during any given period only a few well-selected cases representing 
the worst of the offenses and to continue pressure on this basis until 
conditions have been rectified to a degree where only routine attention 
need be given. In some cases it is highly productive of general com- 
pliance to precede or accompany a regulatory campaign with an educa- 
tional campaign designed to clarify points on which the industry may 
be in honest doubt and to invite voluntary action in correcting the 
violation. 


It has been an established and continuing policy of the Food and 
Drug Administration to welcome inquiries from the regulated industries 
concerning administrative interpretations of the Act with respect to their 
products where the legality of any factor of composition or production 
practice may not be readily apparent. In such vast industries and with 
a law so general in terms as this there arise innumerable borderline cases 
where a discussion between industry representatives and administrative 
officers may serve to clarify situations and to bring about such modifica- 
tions as may be necessary from a full understanding of the facts. 


A clear expression of administrative view cannot be made, however, 


unless the inquiry is accompanied by full information concerning the 
composition and labeling of the product and all other relevant facts. 
Such information is held confidential by the Administration. Of course. 
persons who make such inquiries are entirely free to disregard the views 
we express, and when they do, our decision as to whether or not court 
action should be brought is not influenced. 


There has never been any hesitancy among administrative officers 
of the organization about discussing such questions when they are 
presented in good faith, unless some court case is already pending in 
which the issues are involved. Lawyers will understand fully why we 
cannot discuss the issues of pending court cases as freely as we could 
have done prior to the institution of court action. We are not interested 
in discussing questions as to how much of a departure from the require- 
ments of the law will be tolerated before legal action is begun. 


To apprise the industries of informal decisions on new questions, 
we have made available for public inspection at our various offices 
excerpts from letters and other documents which express these deci- 
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sions. During the war we could not make enough copies for general 
distribution. With more paper now available we are making enough 
copies of current issues of these so-called TC's to supply all who ask 
for them. 


Another long-established and continuing policy of the Food and 
Drug Administration is to avoid interference with the development or 
adoption of new products or processes that represent genuine advance- 
ments and that are, therefore, in the interest of consumers. In our food 
standards work, for example, we have moved promptly to bring about 
amendments to existing standards when technical progress warranted. 
We do not expect to see fulfilled the prophecy that this law will lay the 
dead hand of bureaucracy on progress. 


I wish to express my gratification at the formation of this new 
Section of the New York State Bar Association. It represents very 
concretely a recognition on the part of the profession of the importance 
that Food and Drug legislation has assumed in American life. I have 
always felt that a vigorous, sensible and even-handed administration 
of this legislation served squarely the best interests of the regulated 
industries as well as of consumers. Certainly it has had a profound 
effect over the years in raising the quality of American food and drug 
supplies and in enhancing the integrity of merchandising practices. Many 
far-seeing industry lawyers have contributed to this result by counseling 
full compliance. Unfortunately, I have had occasion to doubt at some 
times whether a few members of the legal profession recognized that 
the best interests of their clients in these regulated industries were 
served by fair and reasonable legislation, effectively enforced, but I 
am convinced that any such attitude has arisen from lack of familiarity 
with such legislation and the history of its enforcement. 


I was privileged to occupy a ringside seat during most of the five-year 
period that the Federal Food, Drug, and Cosmetic Act of 1938 was 
under consideration by the Congress. I have personal knowledge that 
many legal representatives of the regulated industries helped greatly 
in refining and perfecting the bill that was passed. But I also know 
that a few members of the profession were responsible for the inclusion 
or omission of provisions, without which, it is my firm belief, their clients’ 
interests might have been better served. 


Administration of the Act 





I can foresee in the formation of this Section of the Association 
a more general understanding and thorough appreciation by lawyers of 
what good Food and Drug legislation means to their clients and, inci- 
dentally, to themselves and their families as members of the public. 
That the understanding help of the legal profession can add greatly to 
the improvement of existing legislation is thoroughly demonstrated by 
the history of the recently enacted penicillin amendment. In formulating 
that legislation and the regulations required for putting it into effect, 
lawyers who represented the drug manufacturing industry made a pro- 
found contribution, not only to the soundness of the legislation and 
regulations but also to the welfare of their clients and the public. 


Food and Drug legislation is not static. It should not be so. Scien- 
tific and technical advances in production and distribution, the creation 
of new and improved products, and the shifting patterns of consumer 
demands create new problems that can be met only by legislative action. 
Members of organizations like this, who will be fully aware of these 
problems and who are fully informed on the philosophy of such legis- 
lation, will be able to contribute greatly to the safeguarding of public 
welfare of this field. [The End] 


APPENDIX 
Field Offices of the Food and Drug Administration 


Atlanta, Ga.—416 Federal Annex 
Baltimore, Md.—800 U. S. Appraiser’s Stores, Gay and Lombard Sts. 
**Birmingham, Ala.—P. O. Box 1649 
Boston, Mass.—805 U. S. Appraiser’s Stores, 408 Atlantic Ave. 
Buffalo, N. Y.—415 Federal Bldg., So. Division and Ellicott Sts. 
**Butte, Montana—215 Federal Bldg. 
**Charleston, W. Va.—342 State Capitol Bldg. 
**Charlotte, N. C._—233 U. S. Post Office Bldg. 
Chicago, Ill.—1222 Post Office Bldg., Van Buren and Canal Sts. 
Cincinnati, Ohio—501 Post Office Bldg. 
**Cleveland, Ohio—2 New Post Office Bldg. 
**Dallas, Texas—557 Terminal Annex 
Denver, Colo.—531 New Custom House 


** Inspection post. 
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APPENDIX, Continued 


**Des Moines, lowa—319 Federal Office Bldg. 
**Detroit, Mich.—311 Custom House, 100 W. Larned St. 
**Fresno, Calif—336 Holland Bldg., 2135 Fresno St. 
*Houston, Texas—1018 Federal Office Bldg. 
**Indianapolis, Ind.—211 State Bd. of Health Bldg., 1098 W. Michigan 
**Jacksonville, Fla —334 U. S. Court House Bldg. 
Kansas City, Mo.—323 U. S. Court House, 811 Grand Ave. 
Los Angeles, Calif—514 California Medical Bldg., 1401 S. Hope St. 
**Lubbock, Texas—304 P. O. Bldg. 
**Memphis, Tenn.—326 U. S. Custom House 
**Miami, Fla.—326 Federal Bldg. 
**Milwaukee, Wis.—361 Post Office Bldg. 
Minneapolis, Minn.—209 Federal Office Bldg., Washington and 
3rd Aves., So. 
**Nashville, Tenn.—243 Custom House 
New Orleans, La.—223 U. S. Custom House, 423 Canal St. 
New York City—1200 U. S. Appraiser's Stores, 201 Varick St. 
**Newark, N. J.—Rm. B99, New P. O. Bldg. 
**Norfolk, Va.—279 Brokers Exchange Bldg., 264 W. Tazewell St. 
** Omaha, Nebr.—801 Omaha Loan & Bldg. Assn. Bldg., 1504 Dodge St. 
Philadelphia, Pa—1204 New Custom House, 2nd and Chestnut Sts. 
**Phoenix, Ariz.—704 Security Bldg. 
*Pittsburgh, Pa.—303 Old P. O. Bldg., 4th and Smithfield Sts. 
*Portland, Ore—315 U. S. Custom House 
**Providence, R. I.—209 Main Post Office Bldg. 
St. Louis, Mo.—1007 New Federal Bldg., 1114 Market St. 
**Salt Lake City, Utah—AO/B Federal Bldg. 
San Francisco, Calif—512 Federal Office Bldg., Fulton and Leaven- 
worth Sts. 
Seattle, Wash.—501 Federal Office Bldg. 
**Spokane, Wash.—321 Federal Bldg. 
**Tampa, Fla.—117 U. S. Appraiser’s Stores, Platt and Water Sts. 
**Waterbury, Conn.—207 Post Office Bldg. 
**Yakima, Wash.—301 N. 2nd St. 


* Substation. 
** Inspection post. 
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Preventing 
cconomic Adulteration 
of Food. 


Daniel P. Willis . . . Assistant General Counsel in charge of the 
Food and Drug Division of the General 
Counsel's Office, Federal Security Agency 


coping with the practice of economic adulteration of foods.’ The 
word “economic” is defined by Funk & Wagnalls as pertaining to 
the means and methods of living well and wisely. One of the obvious 
purposes of the Federal Food, Drug, and Cosmetic Act is to prevent the 
economic adulteration of foods by the admixture of foreign and baser 
elements which may cause American consumers to live less wisely and 


| ee THE EARLIEST TIMES, organized society has been 


not so well. 


In a message to Congress recommending legislation that led to the 
enactment of the Federal Food, Drug, and Cosmetic Act, the late Presi- 
dent Roosevelt aptly epitomized the problem of economic adulteration 
in these words: “The various qualities of goods require a kind of dis- 
crimination which is not at the command of consumers. They are likely 
to confuse outward appearance with inward integrity.” *( Italics added. ) 


Economic adulteration of foods may be brought about “through 
lessening the quantities of valuable constituents or through the addition 





'Food & Drug Regulation, by Stephen Wilson (American Council on Public Affairs, 
1942), pp. 7-27; *“The Development of Pure Food Legislation,’’ by W. D. Bigelow, pub- 
lished in Science, April 15, 1898, volume 7, pp. 505-513; American Chamber of Horrors, 
by Ruth de Forest Lamb (1936), pp. 142-195. 

? House Document No. 142, 74th Cong., ist Sess., March 22, 1935; 
Food, Drug, and Cosmetic Act, p, 266. 


Dunn, Federal 
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of cheaner constituents.””* Another form of economic adulteration re- 
sults from marketing practices that create consumer confusion by the 
very iau'tiplicity of similar products offered for sale.* Still a third type 
of economic adulteration inheres in the use of deceptive containers. 
In this last connection, there is historical interest in the fact that the 
Magna Carta provides: “One measure of wine shall be through our 
realm, and one measure of ale, and one measure of corn... And it 
shall be of weights as it is of measures.” ° 


Congress has from time to time enacted specific legislation dealing 
with the problem of economic adulteration of foods, for example, the 
Butter Standard Act,® the Filled Milk Act,’ the Oleomargarine Tax 
Act, and the Filled Cheese Act.® 


The Federal Food, Drug, and Cosmetic Act makes a broad two- 
pronged attack upon economic adulteration; first, it provides for a food 
standard program to establish standards of identity, quality, and fill 
of container, and this program is implemented by enforcement provi- 
sious; ° second, through other provisions it rounds out consumer pro- 
tection with respect to unstandardized foods."* Sections of the Act 
dealing both with adulteration and with misbranding are utilized to 
accomplish these purposes of Congress. 


Good authority has it that in Germany in 1482 a wine merchant 
who adulterated his wine was forced to drink 6 quarts of his vintage 
from the effects of which he died.** Sanctions under the Federal Food, 
Drug, and Cosmetic Act are not that drastic,“ though it may be noted 
that in enforcement proceedings the absence of conscious wrongdoing 


*Sen. Rep. No. 493, 73rd Cong., 2d Sess. (1934), p. 10; Dunn, id. at p. 118. 

4 Federal Security Administrator v. Quaker Oats Co., 318 U. S. 218, 230-231, 158 
A. L. R. 832 (1943); Hutchinson Ice Cream Co. v. Iowa, 242 U. S. 153, 158-159 (1916). 
See also Carolene Products Co. v. United States, 323 U.S. 18 (1944). 

5 3 Halsbury’s Statutes of England (1929), p. 27, Chapter 25. 

¢21 U.S. C. 321a. 

* 21 U. S.C, 61 et seq. 

* 26 U. S. C. 2300 et seq. 

®* 26 U. S. C. 2350 et seq. 

” 21 U. S. C. 341, 343(g) and (h). Injunctive, criminal, and seizure sanctions appear 
at 21 U. S.C. 332(a), 333(a) and (b), 334(a). 

"21 U.S. C, 342(b) and (d), 343(b)(c)(d)(e) and (k). 

"= Hearing before a Subcommittee of the House Committee on Interstate and Foreign 
Commerce on S. 5, 74th Cong., ist Sess., p. 725. 

3 See Fn. 10. 
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is immaterial ** and in cases involving economic adulteration it is not 
necessary for the Government to show that the product is deleterious.” 


From the beginning, it was the opinion of the General Counsel's 
office of the Federal Security Agency that the Federal Security Adminis- 
trator has broad authority in promulgating standards, having in mind 
always that such standards are to be prescribed to “promote honesty 
and fair dealing in the interest of consumers.’ Exercising this power 
to prescribe is administrative rule-making. Because of the statutory 
provision that the Administrator must base his order only upon sub- 
stantial evidence of record at a public hearing,’® the question arose as 
to how a-case could be made to require the inclusion of specified in- 
gredients in fabricated foods and, conversely, the exclusion of any 
ingredients other than those specified for inclusion. 


Relying primarily on the opinion of the Court of Appeals for the 
Seventh Circuit in Nolan v. Morgan," some manufacturers of ingre- 
dients took the view that any “good, wholesome food” could not be 
affected by the establishment of standards, and that upon proof of prior 
use and honest labeling, their ingredient could not be excluded. It was 
generally conceded that quantitative limits could be fixed for ingredients. 
Our office took the position that exclusions could be justified, and evi- 
dence was presented at a number of hearings to support the exclusion 
of proposed ingredients. In general, such evidence tended to show 
that the use of certain ingredients would cheapen the food; would 
result in less satisfying conditions of sanitation in manufacture; would 
be accompanied by extravagant advertising or sales claims; or would alter 
the final food to an extent not expected by corsumers. Many other 
reasons—tied in with the promotion of honesty and fair dealing in the 
interest of consumers—could be presented. 


It seems clear enough that standard making contemplates not only 
the specification of the ingredients that must be used but also, when 
practical, the quantitative limitation of those ingredients, for both the 


% United States v. Dotterweich, 320 U. S. 277, 281 (1943): United States v. Greenbaum, 
138 F. (2d) 437, 152 A. L, R. 751 (C. C. A. 3, 1943), Intent becomes a factor in pro- 
ceedings under 21 U.S. C. 333(b). 

%* United States v. Two Bags . . . Poppy Seeds, 147 F. (2d) 123, 127 (C. C. A. 6, 


1945); United States v. R. C. Boeckel & Co., 221 Fed. 885, 888 (C. C. A. 1, 1915): United 
States v. Krumm, 269 Fed. 848, 850 (E. D. Pa., 1921). 

% 21 U. S. C. 371(e). 

1769 F. (2d) 471 (C. C. A. 7, 1934). 
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identity and quantity of ingredients are the essence of most standards." 
When quantitative limits are practical, economic adulteration may be 
prevented by limiting the moisture, ash, etc., and by prescribing minimum 
requirements for sugar, fruit, and other valuable ingredients. More 
difficult questions arise where the use of an ingredient is disallowed. 
Examples of such disallowance in the past are corn sirup in sweetened 
condensed milk and sodium benzoate in tomato catsup. 


The first case to reach the Supreme Court of the United States 
testing the propriety of excluding an ingredient was Federal Security 
Administrator v. Quaker Oats Co.” That case involved the exclusion 
of vitamin D from farina. The Administrator had established two stand- 
ards of identity, one for farina and one for enriched farina. The standard 
for farina excluded all vitamin and mineral additions. The standard for 
enriched farina required the addition of vitamin B,, riboflavin, nicotinic 
acid, and iron; vitamin D was one of the optional ingredients that 
could be added. The evidence showed that there was a possibility of 
great diversity of enriched farinas based upon the variety of enriching 
ingredients that could be added for economic or merchandising con- 
siderations, and that consumers were unable to make any rational choice 
among products differing from one another through the addition of one 
or more vitamin ingredients. There was evidence of widespread defi- 
ciencies of vitamin B,, riboflavin, nicotinic acid, and iron and a showing 
that where a diet was deficient in one of these it would probably also 
be deficient in the others. The Administrator found that diets of infants 
and children were deficient in vitamin D. He then prescribed the stand- 
ards for two foods, one without nutritional enrichment and the other 
a nutritionally improved product. The product of the Quaker Oats 
Company “Farina with Vitamin D"’ conformed to neither standard. 
The Quaker Oats Company strongly contended that the statute did 
not contemplate the exclusion of a “wholesome and beneficial ingredient”’ 
from a food by a standard. It further urged that since its product was 
properly labeled “Farina with Vitamin D" there could be no confusion 
among consumers. 

The Supreme Court rejected these contentions. It stated: 

“Both the text and legislative history of the present statute plainly show that 
its purpose was not confined to a requirement of truthful and informative labeling. 


% See Columbia Cheese Co. v. McNutt, 137 F. (2d) 576 (C. C, A. 2, 1943), cert. den. 
321 U. S. 777 (1944). 
® 318 U.S. 218, 158 A. L. R. 832 (1943). 
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False and misleading labeling had been prohibited by the Pure Food and Drug Act 
of 1906. . . But it was found that such a prohibition was inadequate to protect 
the consumer from ‘economic adulteration’ . . . The remedy chosen was not a re- 
quirement of informative labeling. Rather it was the purpose to authorize the Ad- 
ministrator to promulgate definitions and standards of identity ‘under which the 
integrity of food products can be effectively maintained.’ 2° 


The Court also said: 

“The statutory purpose to fix a definition of identity of an article of food sold 
under its common or usual name would be defeated if producers were free to add 
ingredients, however wholesome, which are not within the definition.” 2? 

This decision removed several major uncertainties under which 
the Administrator had theretofore proceeded in carrying out the food 
standard program. 


It has also been settled in another case that a manufacturer of a 
food may not escape the requirements of an established standard by a 
label declaration that the food is not the standardized article. The case 
of Libby, McNeill & Libby v. United States,** decided by the Court of 
Appeals for the Second Circuit, involved the seizure of a tomato catsup 
which contained sodium benzoate. Sodium benzoate was not permitted 
in the standard for tomato catsup, and the Federal Security Adminis- 
trator, after a public hearing, had refused to amend the standard to 
include the preservative. Claimant contended that the food was sold 
as “Tomato Catsup with Preservative” ** with a label declaration that 
it did not conform to the Government standard for catsup in that it 
conained 1/10 of 1% benzoate of soda. The Court held that the food 
purported to be one for which a definition and standard of identity 
had been prescribed, that it did not comply with the standard, and that 
it was therefore misbranded.** The Court rejected claimant's contention 
that Congress had not intended to exclude from commerce any food 
“when it is sold for what it is." On this point the Court said: 

“If producers of food products may, by adding to the common name of any such 
product mere words of qualification or description, escape the regulation of the 


2° 318 U. S. 230. 

31 318 U. S. 232 

2148 F. (2d) 71 (1945), affirming United States v. 306 Cases . . . Tomato Catsup, 
55 F. Supp. 725 (E. D. N. Y., 1944). 

** The Federal Food and Drugs Act of 1906, predecessor of the Federal Food, Drug, 
and Cosmetic Act of 1938, contained a ‘distinctive name’’ proviso under which foods 
could escape the economic adulteration provisions of the earlier Act. 21 U. S. C. 10 
(1934 Ed.). United States v. 150 Cases of Fruit Puddine, 211 Fed. 360 (D. Mass., 1914). 
In enacting the Act of 1938, one of the express purposes of Congress was to close the 
loophole afforded by that proviso, Sen. Rep. No. 361, 74th Cong., ist Sess. (1935), p. 11. 


* In violation of 21 U.S. C. 343(g). 
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Administrator, then the fixing of a standard for commonly known foods becomes 
utterly futile as an instrument for the protection of the consuming public.” 


It was also held that in deciding whether the food under seizure “pur- 
ported to be” tomato catsup, the Court could look to transactions subse- 
quent to the interstate movement of the food, the appropriate inquiry 
being whether the ultimate purchaser would be misled. 


With respect to foods for which standards have not been prescribed, 
the leading case is Linited States v. Two Bags . . . Poppy Seeds,” 
decided by the Court of Appeals for the Sixth Circuit. The product 
there involved was white poppy seeds which had been artificially colored 
for ‘eye appeal’ to resemble more costly blue or gray seeds. This was 
done to meet a demand for the naturally colored seeds which had disap- 
peared from the market as a result of war time restrictions on imports 
from Holland and Turkey. The artificially colored seeds sold at a higher 
price than the white seeds, but not at as high a price as the naturally 
colored seeds. The trial court found that the artificially colored seeds 
were being presented to ultimate consumers who thought they were 
getting the naturally colored seeds they had previously known. How- 
ever, it concluded that since the food was honestly labeled and jobbers 
knew what they were buying, the artificially colored seeds were not 
adulterated.*” The appellate court reversed, holding that it was the 
consuming public and not jobbers, dealers, and traders that the Act 
sought to protect. The consumer was in the position of having an 
economic cheat worked upon him when he accepted the artificially colored 
seeds. And this, despite the fact that in appearance and nutritional 
value the new product was substantially the same as the naturally col- 
ored seed. In the language of the statute, the inferiority of the white 
poppy seeds had been concealed by the addition of artificial coloring 
which also caused the seeds to appear better or of greater value than 
they were. 


It is clear from the cases that where a food product is inherently 
deceptive so that it may tend to mislead or confuse the ultimate con- 
sumer, label statements may not be relied upon to correct its deceptive 
character. 

* 148 F. (2d) 73. 
% 147 F. (2d) 123 (1945), reversing United States v. Two Bags... Poppy Seeds, 54 F 


Supp. 706 (N. D. Ohio, 1944). 
™ The statutory provisions involved were 21 U. S. C. 342(b)(3) and (4). 
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One of Aesop's Fables strikes an interesting note upon which | 
shall end. It is the story of the Horse and the Groom.** There was 
once a Groom who regularly sold half of the measure of oats that was 
daily allowed for a horse, the care of which was entrusted to him. 
He would, however, keep currying the animal for hours at a time to 
make him appear in better condition. The Horse naturully resented this 
treatment. “If you really wish me to look sleek,” he said, “in [the] 
future give me half the currying, and twice as much food.” A funda- 
mental purpose of the Federal Food, Drug, and Cosmetic Act is to 
protect the American pocketbook by discouraging the substitution of 


currying for food. [The End] 
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FEDERAL FOOD STANDARDS 


sk FEDERAL FOOD LAW | is primarily a consumer's statute. 
H 


owever, this does not mean that as such it is a statute merely 
to be tolerated by the regulated industry. It is also an important 
industry law because, in my opinion, it has been more effective in promot- 
ing methods of fair competition within the regulated industry than have 
other statutes which are more particularly calculated to do this job. The 
provisions of the adulteration and misbranding sections have been 
particularly effective, not only in promoting consumer confidence 
in foods generally, but also in holding the unscrupulous fringe of the 
industry to standards of production and distribution with which the 
scrupulous majority could compete without lowering their desired stand- 
ards. The adulteration section has served to establish standards of 
sanitation and methods of production in the industry. The misbrand- 
ing section has served to establish a standard of honesty in marketing. 
These provisions of the 1906 Act,? with certain improvements, are in- 
cluded in the 1938 Act. However, these standards were only two sides 
of the needed triangle which experience in the enforcement of the old act 
demonstrated to be required for a more adequate protection of con- 
sumers and a more effective means of preventing methods of unfair 
competition among producers. A completion of this necessary triangle 
required adequate statutory provisions to insure the integrity of foods 
as such, irrespective of their purity and branding. 


152 Stat. 1040; 21 U. S. C. 321 et seq. 
? The Food and Drug Act 1906; 34 Stat. 768; 21 U. S. C. 1. 
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The old act lacked adequate provisions to insure the integrity of 
foods.’ As a result, conditions developed which the respective Con- 
gressional committees considering this legislation considered “abuses of 
the consumer's pocketbook."* Foods which these committees charac- 
terized as ‘“debased,” “cheapened,” “economic adulterations’ were im- 
mune from the law. Not that Congress had not attempted to reach 
such foods under the old act. Section 7 of that act, the adulteration sec- 
tion, provided that a food should be deemed adulterated if, among other 
things, its strength or quality had been lowered or if it had been 
cheapened. However, the terms “strength,” “lowered,” “cheapened”’ 
imply the existence of standards by which they can be measured. In 
case of many foods, it was simple enough to establish standards for 
measuring them. For example, it was not difficult to establish that milk 
was adulterated under that section by showing that some butter fat had 


* Senate Commerce Committee Rep. No. 2139, 75th Cong., 3d Session. 

*Senate Commerce Committee Rep. No. 493; 73d Cong., 2d Session; Rep. No. 361; 
74th Cong., ist Session; Rep. No. 2139; 75th Cong., 3d Session. 

House Commerce Committee Rep. No. 2755; 74th Cong., 2d Session. 

5 Id. 
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been abstracted from it. However, these provisions were inadequate 
to deal with many foods, particularly fabricated foods, because it was 
impossible to establish a standard acceptable to the courts. Certain 
cheapened fruit preserves were notable examples called to the attention 
of the Congressional committees. Actual exhibits were submitted to 
the committees to demonstrate the abuses sought to be corrected. It was 
shown that the reputable manufacturers and the housewives made their 
preserves so that the finished product contained not less than 45% 
fruit, the expensive ingredient, and a suitable proportion of sugar, the 
less expensive ingredient. However, a practice had developed in the 
preserve industry of marketing as fruit preserves, foods which con- 
tained substantially less fruit, a correspondingly higher percentage of 
sugar and the rest water. The product was made to simulate a preserve 
by the addition of acids to give it the tartness of a customary preserve 
and by adding pectin to give it the gelatinous body of the usual pre- 
serve. This was obviously a cheapened food in comparison with the 
preserve usually produced by housewives and by reputable producers, 
yet it was immune from the statute because the courts held that no 
legally acceptable standard for preserves existed, since commercial prac- 
tices varied substantially. Similar conditions prevailed with respect to 
many other foods.* Thus the objectives of the adulteration sectic.., to 
prevent cheapening of foods, were defeated, in many instances, by the 
absence of authority for establishing food standards. 


The misbranding section contributed substantially to this situation. 
Not by reason of the inadequacies of its provisions, but rather by reason 
of an express provision contained in it, usually called the “distinctive 
name proviso.’ 


As construed by the courts, this proviso permitted marketing of 
foods, adulterated and misbranded if sold under the name of the food 
which they purported to be, by the simple device of selling them under 
meaningless names. The preserve field again furnishes the best example. 
A product made to simulate preserve by adding acid and pectin con- 
tained only about 15% fruit. It, therefore, was so short on fruit that 
it would have been adulterated and misbranded had it been sold under 

* These were mostly unreported District Court cases. However, see Congressional 
Committee Reports under note 6, and statements at hearings held on S. 1944, 73d Cong.. 


2nd Session; on S. 2800, 73d Cong., 3d Session; and on S. 5, which became the law, 74th 
Cong., ist Session, made by Walter G. Campbell, Chief of the Food and Drug Adminis- 


tration. 
™ Food and Drug Act of 1906, Sec. 8. 


Page 30 Food Drug Cosmetic Law Quarterly—March, 1946 





the name “preserve,” even in the absence of a standard. Hence it was 
sold under the name “Bred-Spred."” In connection with this name, the 
label bore a pictorial design of strawberries and the words “strawberry 
flavor." The words were obviously misspelled so that, as written, they 
were meaningless, hence a “distinctive name’ within the meaning of the 
distinctive name proviso. Another comparable product simulating grape 
juice, but containing only about 5% of grape juice, was sold under the 
name “Smack.” 

Numerous seizures of Bred-Spred and one of Smack were made in 
the Administration's endeavor to have such foods declared adulterated 
and misbranded. However, the government lost these cases, as the 
courts held that their distinctive names rendered them immune from the 
adulteration and misbranding sections.* 

The Food and Drug Administration finally got to the Supreme 
Court with a case which involved the distinctive name proviso.* Admin- 
istration officials were rather hopeful of securing a construction of this 
proviso which would settle the existing uncertainties as to its meaning 
one way or the other. The lower courts had sustained a demurrer to an 
indictment on the ground that the product on which prosecution was 
based came within the distinctive name proviso. However, as frequently 
happens, the Court by-passed this question in reversing by finding merely 
that the product was misbranded, saying in part: “The statute enjoins 
truth; this label exhales deceit.” 

Eventually both the Food and Drug Administration and many of 
the interested industry came to the conclusion that appropriate legisla- 
tion was required to insure the integrity of foods by keeping economic 
adulterations such as “Bred-Spred,”’ “Smack” and the like off the mar- 
ket. This legislative objective has been attained in the 1938 Act, it is 
believed, by (1) the elimination of the distinctive name proviso and 
the requirement that the label of a food bear its common or usual name; 
(2) the enactment of Section 401, in which the administrator is authorized 
to promulgate food standards; and (3) the enactment of Section 403(g), 
which seems to have been addressed to “Bred-Spred"’ and “Smack” 
specifically, for it provides that a food shall be misbranded if it is repre- 
sented as or purports to be a food for which a standard has been pre- 
scribed unless it conforms to that standard. 


® United States v. Ten Cases * * * Bred Spred, C. C. A. 8th (1931) 49 F. (2d) 87. 
Other Bred-Spred cases and Smack case not reported. 
* United States v. Schider, 246 U. S. 519. 


Federal Food Standards 





However, the stated legislative objective has been attained only in 
cases where food standards have been promulgated. In the absence of 
‘standards the problem still persists. For example, not long ago the gov- 
‘ernment lost a:case ‘° involving a seizure of oysters which had been in- 
creased considerably in size by soaking them in fresh water over night. 
The Court dismissed the libel on the ground that in the absence of a 
standard limiting the water in oysters, it could not be said as a matter 
of law that these oysters contained an excess quantity of water. Need- 
less to say, the Administration is now working on standards of identity 
for oysters. Complete realization of the legislative objective, therefore, 
requires promulgation of standards for all foods which lend themselves 
to such practices, as speedily as possible. 

The food standard provisions should be construed against this 
background of administrative experience in dealing with economic adul- 
terations. 

Section 401 provides in part: 


“Whenever in the judgment of the Administrator such action will promote honesty 
and fair dealing in the interest of consumers, he shall promulgate regulations fixing and 
establishing for any food, under its common or usual name so far as practicable, a 
reasonable definition and standard of identity, a reasonable standard of quality, and/or 
reasonable standards of fill of container * * 

The sentence is the statutory basis for the exercise of adminis- 
trative power to promulgate food standards. On its face it appears to 
contain no restrictions on administrative action other than that the 
administrator is required to exercise judgment. I suspect that back in 
the days of our study of constitutional law in the class room most of 
us would not have hesitated to declare this an unconstitutional delega- 
tion of legislative power. However, so far no one has challenged the 
administrator's authority to promulgate food standards on that ground, 
nor could this, in my opinion, be done successfully. The constitutionality 
of comparable provisions of the Fair Labor Standards Act has been 
sustained by the Supreme Court ™ and the constitutionality of Section 
401 should be sustained on the authority of that and other cases sustain- 
ing similar legislation.’ 

” Unreported case in U. S. Dist. Ct., Baltimore, Md. 

" Opp Cotton Mills, Inc., et al. v. Administrator, 312 U. S. 126. 

2% Sunshine Anthracite Coal Co. v. Adkins, 310 U. S. 381, 398; Currin v. Wallace, 306 
U. S. 1; United States v. Rock Royal Cooperative, Inc., 307 U. S. 533; United States v. 
Grimaud, 220 U. S. 506; Buttfield v. Stranahan, 192 U. S. 470 (purity, quality and fitness 
for consumption); New York Central Securities Corp. v. United States, 287 U. S. 12 (in 
the public interest); Radio Comm’n v. Nelson Bros. Co., 289 U. S. 266 (public convenience. 


interest or necessity): Tagg Bros. é Moorhead v. United States, 280 U. S. 420 (just and 
reasonable commissions). 
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That language of the quoted sentence does not mean that the admin- 
istrator may exercise arbitrary judgment as to the kind of standard he 
should promulgate. It means that he may exercise arbitrary judgment 
as to when he should promulgate a standard on his own initiative. Once 
he has undertaken to promulgate a standard, either on his own initiative 
or on application of a substantial portion of the industry, he is required 
to promulgate a standard which is calculated to promote honesty and 
fair dealing in the interest of consumers; or, on the other hand, decline 
to issue a standard on a proper showing that consumer interest does 
not require it. Any standard issued must also be “reasonable.’’ These 
general terms are not devoid of reasonably specific meaning. Their sig- 
nificance appears from the context and stated legislative objectives of 
Section 401. The fact that they allow room for application of adminis- 
trative judgment and discretion does not invalidate them.** This au- 
thority has been delegated to the administrator precisely because, in the 
specified field, the stituations and problems required to be resolved by the 
exercise of judgment and discretion with respect to the particular facts 
of each case are too numerous and varied to permit an orderly resolu- 
tion by Congressional action. 


When considered in the light of their legislative history and the 
stated legislative objective, the general terms of Section 401 define the 
kind of standards which the administrator is authorized to fix and estab- 
lish with a considerable degree of certainty. Since standards of identity 
are of primary importance to food lawyers at this juncture, and because 
of the time limitation, consideration of the more specific meaning of these 
terms will be confined to considering their meaning as related to such 
standards. 


From the legislative background, as briefly considered, we know the 
kinds of foods which should not be recognized by standards; those 
which Congress regarded as “debased,” “cheapened,” “economic adul- 
terations." That kind of food, we have noticed, was a food in which 
the percentage of the expensive ingredient was relatively low, and the 
percentage of the inexpensive ingredient and the moisture was relatively 
high—Bred-Spred, Smack, and like foods. In most of the discussions 
of the problem sought to be corrected by this legislation, criticism was 
directed to the variations of ingredients of foods within such wide 
ranges that there was a significant difference in nutritive value and cost 


8 Id. 
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of production between foocs produced at different levels within that 
range. Mr. Walter G. Campbell, then Chief of the Food and Drug 
Administration, produced samples of foods at committee hearings to 
point out these variations. Among them were samples of a mixture of 
chicken and noodles. He pointed out with a degree of alarm that the 
chicken meat, the expensive ingredient, ‘ranges from 9% to 1534%," 
saying, “You can see what this means to the consumer from the eco- 
nomic standpoint and also to the manufacturer who wants to maintain 
a definite standard. This shows exactly what competitive pressure will 
cause manufacturers to do.’""* All these foods were, of course, within 
ranges so that consumers could not readily distinguish a food of the 
lower range from that of the top range. Ability of consumers to readily 
recognize a difference appeared to be the only factor which fixed the 
bottom of the range. The evil complained of stemmed from such varia- 
tions in composition and the object was to correct this evil. It seems 
clear, therefore, that, basically, the kind of food standard contemplated 
in Section 401 is one which fixes the composition of a food by specifying 
the essential ingredients ordinarily expected in such food by consumers 
and by fixing the minimum percentage of the costly ingredients and a 
maximum percentage of the less costly ingredients of such food. The 
range for variations in percentages of ingredients should be sufficiently 
narrow so that any possible variations in composition within such range 
will not be significant from the standpoint of cost and food value. Such 
a standard will then serve to promote honesty and fair dealing in the 
interest of consumers because it will insure the marketing of a food of 
relatively uniform integrity of a composition normally expected. It is 
self-evident, of course, that the narrower this range, the less likely con- 
sumers will be deceived and the less likely methods of unfair competi- 
tion will develop; provided, however, the range is measured from the top 
down. The administrative action in fixing and establishing definitions 
and standards of identity for a series of soft, uncured cheeses rested 
on such basic considerations, and this action received judicial sanction 
in Columbia Cheese Co. et al. v. McNutt, 137 F. (2d) 576° zert. denied 
321 U. S. 777. 

The fact that the administrator is also authorized to promulgate 
standards of quality may not be urged as a reason for fixing costly food 
components at a low range. Quality factors do not necessarily, nor do 


“Statement of Walter G. Campbell: Senate Commerce Committee Hearings on S. 
1944; 73d Congress, 2nd Session. 
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they usually, stem from a relatively high percentage of costly, essential 
ingredients of the food. To the extent that an essential ingredient plays 
a part in the quality of a food, such quality factors stem from the quality 
rather than from the quantity of the ingredients used. Standards of 
quality are based on many additional and other considerations than those 
on which standards of identity are based. These include such factors 
as texture, aroma, palatability, absence of blemishes from ingredients, and 
probably many others. 


Nor may a low percentage for costly ingredients, a wide range, be 
urged on the ground that consumers would receive the benefit of a cor- 
respondingly lower price. A similar argument was rejected by the Su- 
preme Court in Federal Trade Commission v. Algoma Co., 291 U.S. 71, 
where Mr. Justice Cardozo, speaking for the court, said on page 79: 


“* * * There is a suggestion by the court [below] that for all that appears 
the retailers, buying the wood cheaper, may have lowered their own price, and thus 
passed on to the consumer the benefit of the saving. The inference is a fair one that 
this is not always done, and perhaps not even generally. If they lower the price at all, 
there is no reason to beli~ve that they do so to an amount equivalent to the saving to 
themselves. 


“But saving to the consumer, though it be made out, does not obliterate the preju- 
dice. Fair competition is not attained by balancing a gain in money against a mis- 
representation of the thing supplied. The courts must set their faces against a 
conception of business standards so corrupting in its tendency. The consumer is 
prejudiced if upon giving an order for one thing, he is supplied with something else. 

* * In such matters, the public is entitled to get what it chooses, though the 
choice may be dictated by caprice or by fashion or perhaps by ignorance.” 


The courts have recognized that consumers, under such conditions, 
are peculiarly susceptible to dishonest and unfair marketing practices." 


The standard must be reasonable. It has been suggested by some 
that the word “reasonable” is not to be construed as meaning reasonable 
from the standpoint of the producer of the food standardized, but is a 
requirement that the standard must be reasonably calculated to promote 
honesty and fair dealing in the interest of consumers. The distinction 
urged is, in the final analysis, a distinction without a difference, for if 
a standard is unreasonable from the manufacturer's standpoint, it is 
bound, in the end, not to be in the consumer's interest, hence not rea- 
sonably calculated to promote honesty and fair dealing in the interest 
of consumers. However, such refined reasoning is not at all neces- 


1% Administrator v. Quaker Oats Co., 318 U. S. 218; United States v. Caroline Products 
Co., 304 U. S. 144. 
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sary in the construction of this section. Congress undoubtedly had in 
mind what appears to be the more obvious meaning, namely, that in con- 
sidering standards, the administrator should weigh and balance con- 
sumer and industry interests. 


The section further provides that the standard for a food be pre- 
scribed under the “common or usual name”’ of that food “so far as prac- 
ticable."" The meaning of this appears plain enough. It obviously means 
such names as “milk,” “bread,” “cheese,” etc. However, many foods 
are quite commonly referred to by more than one name. The adminis- 
trator has taken the view that in such cases he may standardize the food 
under as many of the synonyms as is practicable. The Circuit Court of 
Appeals has sustained such administrative action in Twin City Milk 
Producers Association v. Administrator, 122 F. (2d) 564, the only case 
in which the question has been raised so far. 


It may not always be practicable, however, to use all synonyms. 
For example, when the standards for cream were being considered, a 
survey received in evidence showed that the product which fell within 
the range fixed for “light cream’’ was sold under thirty some odd names 
throughout the country. The administrator adopted the three most com- 
monly used names. 


The administrator may also coin a name for a food which is not 
commonly known. “Enriched Bread,” “Enriched Flour’ and “Neuf- 
chatel cheese’’ are examples of such administrative action. 


He must, of course, reject a name, although it may have been used 
in marketing a food, if it is likely to mislead purchasers. This action has 
been sustained in Columbia Cheese Co. v. McNutt, 137 F. (2d) 576: 
cert. denied 321 U. S. /77. 


Section 401 further provides: 


“In prescribing a definition and standard of identity for any food or class of food 
in which optional ingredients are permitted, the Administrator shall, for the purpose 
of promoting honesty and fair dealing in the interest of consumers, designate the 
optional ingredients which shall be named on the label.” 

An optional ingredient is an ingredient which, at the producer's op- 
tion, may be included in or may be omitted from a food without changing 
the standard of identity of the food. Technically, the absolute or fixed 
identity of a food is changed whenever an ingredient is added to or omit- 
ted from it. For example, there is a butter standard which permits the 
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addition of salt as an optional ingredient. There is such a difference 
between salted butter and sweet butter that purchasers will not ordi- 
narily accept them interchangeably. They are two kinds of butter, each 
of its own fixed identity, but of the same standard of identity. Any 
ingredient customarily used in a food or which may have a place in 
such food, but which is not essential to its identity or, when used, will 
not destroy the standard of identity for such food, is an optional ingre- 
dient. 

However, frequently it is possible to make a food in which more 
than one constituent may serve as the essential ingredient, as dis- 
tinguished from the optional ingredient as just defined. For example, 
preserves are made from fruit and sugar, but the same kind of standard 
preserve 1s frequently made from fruit and a mixture of sugar and dex- 
trose. Sometimes it may make a real difference to consumers as to which 
of these has been used, and in that case the ingredient should be declared 
on the label. However, the only basis for requiring declaration of ingre- 
dients on the label is the last quoted provision. The question therefore 
arises whether such ingredients, sugar or a mixture of sugar and dex- 
trose, either of which may be used at the producer's option, are optional 
ingredients within the quoted language. They are so regarded by the 
regulatory officials, and so far no one has challenged that position. 


In passing, attention should also be called to the fact that Section 
401 expressly denies the administrator authority to establish definitions 
and standards of identity or standards of quality for fresh or dried fruits 
and fresh or dried vegetables, except that he may establish standards 
of identity for avocados, cantaloupes, citrus fruits and melons; provided, 
however, that the standards as to them shall relate only to maturity and 
the effects of freezing. In other words, an orange is an orange no matter 
what Congress or the administrator may say about it. But Congress has 
said that the administrator may say that an orange sold under that un- 
qualified name must have attained a certain degree of ripeness, which 
can be determined with a reasonable degree of certainty by measuring 
the acidity, sugar and other similar constituents. 

Such, then, are the kinds of standards which the administrator is 
authorized to promulgate. He may only promulgate standards on the 
basis of evidence of record at a hearing, as provided in Section 701 of 
the act. As soon as practicable after the hearing, he must, by order, 
make public his action. 
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The most significant word in the applicable provisions of this sec- 
tion is the word “evidence.’’ The hearings are held to receive “evidence” 
which is relevant to the proposal to be considered. Whatever else that 
may mean, it certainly means more than the customary type of Con- 
gressional committee hearing where an aroused citizenry goes to shout 
its protest to the contemplated action. Protests are not evidence. Poli- 
tical pressure can never be substituted for evidence. The influx of com- 
munications and telegrams provoked by persons in Washington will not 
serve as evidence. 


On the other hand, these hearings are not police court trials either. 
There have been such extremes. Lawyers should forget their courtroom 
manners and assume their conference manners at these hearings. Noth- 
ing is accomplished by technical objections and by quarrelsome cross- 
examination of witnesses. The rules of evidence at these hearings are 
or should be such that there is no occasion for courtroom conduct. 


Much has been written on the subject of rules of evidence at admin- 
istrative hearings, and an exhaustive discussion of the still controversial 
subject is not here called for. It will suffice for present purposes to call 
attention to the fact that different rules of evidence prevail in different 
tribunals. This simply means that rules of evidence are formulated 
according to the subject matter under consideration and the qualifica- 
tions of the person who is to decide the issues. As has been noted, the 
administrator, which includes his technical staff, as an expert in the 
administration of the food law, is required to exercise judgment as to 
the future economic effect of his standards in dealings with the pub- 
lic. He is not dealing with an issue of fact requiring determination of a 
present controversy between two parties. These considerations suggest 
most liberal rules of evidence for food standard hearings. In this con- 
nection, three specific questions of evidence bear mentioning. 


The rules of procedure governing food standard hearings ** permit 
affidavits to be introduced in lieu of oral testimony. The rules provide, 
however, that the lack of opportunity for cross-examination will be 
taken into consideration in considering the weight that should be given 
to an affidavit. As a practical proposition, I submit that affidavits are of 
little value when submitted for or against any proposition which is im- 
portant to the establishment of the food standard and which is contro- 


% Code of Fed. Reg. Cum. Supp., Title 21, Secs. 2.701 et seq.. page 5237. 
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versial. On the other hand, there are many factual considerations 
relevant to these hearings of such a character that no reason exists for 
declining to accept an affidavit as proof of the fact. For example, on the 
matter of declaration of ingredients on the label, it frequently develops 
that a whole industry might be required to change their labels so as to 
conform to the new requirements. An affidavit, say by the secretary of 
an industry association, as to facts showing that the supply of labels 
now on hand will not be exhausted for a period of approximately six 
months, may be received. The administrator may postpone the effec- 
tive date of the labeling provisions of his regulation on the basis of such 
an affidavit. The reason for this is that there is nothing about the cir- 
cumstances that requires any further illustration or explanation, and per- 
sons are not likely to make false affidavits as to such facts. However, 
that person's affidavit, or any affidavit, for that matter, would be of little, 
if any, value on the issue of whether an optional ingredient should be de- 
clared on the label. 


Results of consumer polls are frequently offered in evidence for the 
purpose of establishing one or another kind of consumer interest or 
consumer understanding. Such tabulations should be received if the poll 
was fairly conducted and if it was of a sufficient scope so as to be 
fairly representative; that is, if the results are such that the ordinary 


prudent business man would rely on them in making business decisions. 
A poll planned jointly between government and industry counsel would 
most likely meet these requirements. Its results should be introduced 
through a witness who can explain how the poll was conducted. 


Many controversies have arisen as to whether scientific articles 
should be admitted in evidence at these hearings. There have been 
instances where counsel has merely described a batch of articles and 
then has offered them in evidence. On other occasions a person, not an 
expert, has taken the stand and has merely testified that he has found 
all these articles in such and such publications and then has offered 
them in evidence. Such articles so collected and offered by unqualified 
persons should not be received in evidence. On the other hand, eminently 
qualified scientists frequently testify. They will often quote such por- 
tions from scientific articles as they have taken into consideration in 
formulating their opinion. Sometimes complete articles in the field in 
which they are experts are offered in evidence through them. Such 
articles or portions thereof should be received in evidence because they 
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are being introduced through a witness who not only bases his scien- 
tific opinions in part on such articles, but who is also well qualified to 
be cross-examined on the subject matter in general which is discussed 
in the article. That is precisely the sort of information on which produ- 
cers generally rely in making business determinations in connection 
with the production of food. However, scientific articles are good 
vehicles for establishing a record of half-truths or ‘outmoded truths,” if 
I may use such a term. This could happen innocently. It would be well, 
therefore, if the rules of practice for food standard hearings were revised 
so as to require filing of all scientific articles proposed to be offered, by 
both industry as well as government counsel, say ten days prior to the 
commencement of the hearing. 


As has already been noted, Section 701(e) further provides that 
the administrator is required to make an order as soon as practicable, 
either issuing or declining to issue a standard. Any party adversely 
affected by that order may, within ninety days, appeal to the Circuit 
Court of Appeals and have the order reviewed. The judicial review pro- 
vided for is the usual type of limited review applicable to review of 
administrative orders. It is of some significance that under paragraph 
(e) of Section 701, which provides for the hearing, “any interested per- 
son” has a right to be heard, and under paragraph (f), which provides 
for the appeal, only parties ‘adversely affected"’ by such order have a 
right to appeal therefrom. This difference in language is quite signif- 
icant, in that it clearly indicates that Congress intended that anyone 
having any interest whatsocver in the subject matter at the hearing 
should be afforded an opporturity to be heard, but that all persons 
attending the hearing should not necessarily have the right to a judicial 
review of the order. This question has been considered in three cases. 


In the first case ** the appeal was by an ingredient manufacturer 
whose ingredient had been excluded as an optional ingredient from 
the standard after some showing that it could be so used. The govern- 
ment moved to dismiss the appeal on the ground that the petitioner 
was not a party adversely affected within the meaning of Section 701(f). 
The Court denied the motion on the ground that closing a certain mar- 
ket to this ingredient manufacturer affected it adversely within the 
meaning of Section 701 (f). 





" A, BE. Staley Manufacturing Co. v. Administrator, 122 F. (2d) 258. 
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In the next case ** the butter industry sought judicial review of the 
oleomargarine standard on the ground that by recognizing yellow color- 
ing and artificial butter flavoring as optional ingredients, the oleomar- 
garine standard was unreasonable in that it afforded the oleomargarine 
industry an opportunity to engage in unfair competitive practices. The 
Court denied the government's motion to dismiss on the ground that 
the oleomargarine producers and butter producers were in active compe- 
tition, though not exactly upon the same economic plane, and that the 
competitive aspect could be regarded as an adverse effect within the 
meaning of this section. It relied on Federal Communication v. Sanders 
Brothers, 309 U. S. 470. However, it is of considerable significance 
that the Court stated its ultimate conclusion in the following language 
(p. 658): 

“We have, with some misgivings, concluded to resolve our doubts in respect to 
our jurisdiction to review the respondent's order, in favor of the petitioners.” 

Thereafter this question was again raised in a third case in which 
an ingredient manufacturer had petitioned for a review of the preserve 
standards.’® In this case the Court granted the government's motion 
to dismiss on the ground that mere gaining of some competitive advan- 
tage by another, where the regulation placed no restraint on the use 
of the petitioner's product, presented such a tenuous likelihood of injury 
as to be insufficient to constitute an adverse effect within the mean- 
ing of the act. 


It follows from these cases that the right to review is limited to 
parties whose business is directly and immediately affected adversely. 
Parties once removed from the immediate effect of an order, such as sup- 
pliers of ingredients, do not have a right to maintain an appeal unless, as in 
the Staley case, the order closes a segment of its market by excluding 
its ingredient from a given product. The fact that a competitor may be 
able to compete more effectively as a result of the order is not sufficient. 
The Land O'Lakes case does not seem to be a correct construction of 
this section, and the Sixth Circuit Court may well relieve itself of its 
misgivings by resolving its doubt in favor of the other side in its next 
case, on authority of the Second Circuit's decision. 

Section 401 and the food standards fixed and established there- 
under are implemented by Section 403(g) of the act, as follows: 





% Land O’Lakes Creamery Inc. et al. v. Administrator, 132 F. (2d) 653. 
1%” United States Sugar Refimers Association et al. v. Administrator, 138 F. (2d) 116. 
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“Sec. 403. A food shall be deemed to be misbranded— 


“(g) If it purports to be or is represented as a food for which a definition and 
standard of identity has been prescribed by regulations as provided by section 401, 
unless (1) it conforms to such definition and standard, and (2) its label bears the name 
of the food specified in the definition and standard, and, in so far as may be required 
by such regulations, the common names of optional ingredients (other than spices, 
flavoring, and coloring) present in such food.” 

A food is misbranded under this section when it is sold under a 
name specified in the standard for such food if its composition fails to 
conform in every respect to the composition specified in the standard. 
It may also be adulterated under Section 402(b), depending on the 


nature of its deficiency. 


In the presence of standards, ‘““Bred-Spred,” “Smack,” and like 
foods comparably branded, which fail to conform to their respective 
standards, are also misbranded under this section because, aside from 
their failure to bear their common or usual name, they, by reason of 
their branding, manner of packaging, physical and organoleptic charac- 
teristics and intended use, are both represented as and purport to be 
such standard foods. It does not follow from this that all foods which 
closely resemble standardized foods necessarily purport to be such 
standardized foods. For example, consumers cannot readily distinguish 
Neufchatel cheese from cream cheese, nor colored and butter flavored 
oleomargarine (permitted by standard) from butter. However, these 
foods have distinct identities of their own and are sold under their own 
common or usual names, hence are represented as and purport to be 
oniy the kinds of food which they are in fact. But there is no reason 
for marketing ‘“Bred-Spred,” “Smack” and like foods, other than the 
desire, for competitive reasons, to sell a substandard or cheapened pre- 
serve or grape juice, or whatever the food may purport to be. Any 
“truthful” description of these would merely explain the extent of their 
variation from the standard. But the section declares such a food mis- 
branded because of the fact of its variation from the standard and not 
because of any failure to explain it. These are, therefore, not other 
kinds of foods which are neither represented as nor purport to be the 
standard products. 


There is little, if any, room for controversy as to the application 
of Section 403(g) to foods falling in the two stated categories. How- 
ever, considerable controversy has arisen over the question as to the 
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application of Section 403(g) to a standardized food to which an 
ingredient has been added which does not serve to dilute the standard 
of identity of such food and whose presence is clearly stated on the label. 
That is, a food which continues to meet the standard of “economic 
integrity” which has been prescribed for it and continues to be an 
“honest” food, honestly marketed, after the addition of such fairly dis- 
closed additional ingredient not specified in the standard. There is con- 
siderable merit to the argument that the section has no application to such 
foods so branded, since they in no sense violate any provisions consistent 
with the legislative objective of preserving the economic integrity of foods 
and insuring “honest” foods; and that consumers are in no wise unfairly 
or dishonestly dealt with in the sale of such foods. 

The administrator has rejected this ‘“‘honest food” theory, at least 
to the extent of its implied suggestion that the producer in the first 
instance, and the courts finally, shall be the judge as to whether the 
addition of non-prescribed ingredients to standardized foods serve to 
dilute them. He appears to hold the view that, except when the addi- 
tion of the non-prescribed ingredients results in a different kind of food 
in fact, to be sold under its own name, such ingredients may not be 
added with immunity from Section 403(g) unless and until the standard 
has been amended so as to provide for their inclusion. 

The courts have sustained the administrative view in Federal 
Security Administrator v. Quaker Oats Co., 318 U. S. 218, the “Farina” 
case, and in Libby, McNeill & Libby v. United States, C. C. A. 2d, 148 
F. (2d) 71, the “Catsup” case. However, these cases are not particu- 
larly enlightening as to the precise basis for the conclusions reached. 

Frequent statements to the contrary notwithstanding, the Court did 
not hold in the Farina case that the product marketed as “Farina Enriched 
with Vitamin D" was misbranded under Section 403(g) because the 
standard for plain farina did not specify Vitamin D as an ingredient. 
No question of misbranding was before the Court, as is immediately 
apparent from the statement of the three questions stated by the Court 
to be before it for decision. The Court considered only the validity and 
reasonableness of two standards, one for plain farina and one for 
enriched farina. The parties agreed that the effect of these standards 
would be such as to cause the product so branded to be misbranded, 
and the Court considered the validity and reasonableness of the stand- 
ards on the assumption that this was the fact. 
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However, to the extent to which misbranding under Section 403(g ) 
needed to be considered at all, this case presented quite an elementary 
question. The product labeled “Farina Enriched with Vitamin D" was 
represented as and purported to be a nutritionally improved food; 
to wit, Enriched Farina, a food for which a standard had been pre- 
scribed. Since it failed to conform to the standard of the food which 
it was represented as and purported to be, in that it was not enriched 
with any of the enriching constituents required by the standard for 
enriched farina, it was obviously misbranded under Section 403(g). The 
misbranding question there involved was as simple as that, and that was 
all there was to it. 

There is no occasion for any comparison of farina enriched with 
Vitamin D with plain farina. This would have been the comparison 
called for in the absence of a standard for enriched farina. But had 
such been the fact, the Court would undoubtedly have disposed of the 
question, when properly before it, in quite a different manner. Say- 
ing, as many do, that since the administrator did not provide for such 
improvement or enrichment of plain farina, the product was misbranded 
because plain farina had been enriched with Vitamin D, an ingredient 
not specified in the standard for plain farina, is a confusing argument 
based on such uncalled for and improper comparison. 

Of course, the administrator provided for enriching plain farina! 
There was none other to enrich. But he provided that when enrichment 
was undertaken, ingredients should be added to such plain farina, both 
in quantity and numbef, to a point ‘““which would insure fairly complete 
satisfaction of dietary needs." (p. 226) Consumers will only select 
farina of any enrichment over plain farina because they expect an addi- 
tional, but significant, amount of nutritive value. However, the admin- 
istrator had found, on evidence of record, that any enrichment less 
than that provided in the standard for enriched farina would not ‘insure 
fairly complete satisfaction of dietary needs."" Hence, farina enriched 
with Vitamin D is an “economic adulteration” in relation to enriched 
farina. It is to enriched farina what Bred-Spred is to preserve and 
Smack is to grape juice, though perhaps to a lesser degree. It is pre- 
cisely the sort of food against which Section 403(c) was directed— 
a diluted, enriched farina. 

In the Catsup case the question of misbranding was before the 
Court for decision in a libel proceeding based on allegations of mis- 
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branding under Section 403(g). It involved tomato catsup to which 
one-tenth of one per cent of sodium benzoate had been added as a 
preservative. The product was labeled “TOMATO CATSUP WITH 
PRESERVATIVE.” The Trial Court found that the catsup complied 
with the standard for catsup and that the addition of such a small 
quantity of a preserving agent did not in any way affect such stand- 
ard catsup, except that it gave it added keeping qualities. It held the 
product was misbranded, however, because the standard for catsup did 
not specify sodium benzoate as an optional ingredient. The Circuit 
Court of Appeals for the Second Circuit sustained the Trial Court. 
Argument of the question was intentionally restricted to the “truthful 
labeling’ argument. The appellate court decision seems to have rested 
on that Court's construction of what was held in the Farina case, as 
follows (p. 73): 


“The respondent in that case had marketed ‘Quaker Farina Wheat Cereal, Enriched 
with Vitamin D.’ Since this did not conform either to the standard adopted for farina, 
or to the standard adopted for enriched farina, it was held to be misbranded, although 
the label there as truthfully described the product as does the present label. The dis- 
trict judge was unable to distinguish the present case from the Quaker Oats case, and 
neither can we.” 

Notwithstanding the Court's inability to distinguish this case, we 
still submit, as we did on argument of that case, that there is a distinc- 
tion in fact. Therefore, any conclusion of misbranding must rest on 
different considerations in the two cases. As stated, the question of 
misbranding was not before the court in the Farina case, hence it was 
obviously not “held” that the product was misbranded. Nor is there 
a basis for comparing the products of the two cases because, as we 
have seen, in the Farina case the product was a diluted, enriched farina, 
and in the Catsup case the Court found as a fact that the catsup, which 
conformed to the standard, was not diluted. Furthermore, it cannot 
be said under the present law that the farina label “truthfully described 
the product,” since the statement merely described the extent to which 
the product fell short of the standard product which it was represented 
as and purported to be. The labeling in the Farina case is the same, 
in principle, as saying, “preserve, but contains only 15% fruit.’ Both 
constitute truthful labeling in a sense. But Congress found that in fact 
this kind of labeling was deceptive, hence enacted Sections 401 and 
403(g) and substituted food standards for such labeling. However, 
in the Catsup case the legend did not explain the extent of dilution of 
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the standard—there was none, but only the fact of added keeping quality 
of such food. The Court's ultimate conclusion may be sound, but it 
is readily apparent from the foregoing that it cannot very well rest 
on what was decided in the Farina case, nor on a comparison of the 
products and the labeling involved. Perhaps the fact that argument was 
restricted to the ‘‘truthful labeling’’ theory is responsible for a rather 
inconclusive consideration of the basic question in the Catsup case. 


These cases do not, therefore, answer the “honest food” argument 
which supposes a food concededly of the “economic integrity’’ estab- 
lished by the standard and concededly truthfully labeled. 


It seems to us the only answer to the honest food theory, if it be 
an answer, is quite simple. This theory presupposes that the ingredi- 
ent added to the standardized food has a legitimate place in such food 
and will not serve to change its standard of identity, as distinguished 
from the fixed or absolute identity as heretofore defined. That is, it will 
not affect the integrity of such food. However, it will be recalled that 
our definition of an “optional ingredient,’ dealt with in Section 401, 
includes precisely this kind of ingredient. This section provides that— 
“in prescribing a definition and standard of identity for any food or class of food in 
which, optional ingredients are permitted, the Administrator shall, for the purpose of 
promoting honesty and fair dealing in the interest of consumers, designate the optional 
ingredients which shall be named on the label.’ (Italics supplied.) 

The word “permitted,” as here used, clearly implies administrative 
consideration and decision as to the suitability for inclusion of optional 
ingredients in any food for which a standard is prescribed. The admin- 
istrator may “permit” it by prescribing it in the standard. Since any 
ingredient which may be added to a food under the honest food theory 
is an optional ingredient under Section 401, it follows that the adminis- 
trator must determine whether it should be permitted or not. He may 
exclude such ingredient, however, only on an affirmative showing that 
its inclusion would offend against the economic integrity of such food 
or against other provisions of the act. Otherwise, his action would 
not be consistent with the declared legislative objective. The basic 
issue of the controversy, therefore, narrows down to the question as 
to whether the administrator or the producer and finally the courts, 
should consider and decide whether the addition of such an ingredient 
to a standardized food would or would not affect its economic integrity. 
The legislative history and the provisions of Section 401 indicate that 
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Congress intended that the administrator, and not the courts, consider 
and decide questions of economic integrity of standardized foods. 
Undoubtedly more cases will arise under this section, and in time its 
precise scope will be defined by the courts. 


I want to mention but briefly that the drug lawyers present, too, 
have an interest in the decisions under Section 403(g) of the food law. 
There is a basic relationship between the provisions of Section 403(g) 
of the food law and Section 501(b) and (c) of the drug law, in that 
both require compliance with the standard when a product is repre- 
sented as or purports to be a product for which a standard has been 
prescribed. Unlike the food law, however, the drug law permits varia- 
tions in “strength, quality or purity” of a standard drug, provided the 
extent of such variation is plainly stated on its label. But that is the 
only variation permitted. The Food and Drug Administration has said 
that a standardized drug will become adulterated within the meaning 
of Section 501 (b) or (c) if any ingredient not recognized in the standard 
is added to it, even though such addition is solely for the purpose of 
improving the palatability of the drug and will not serve to dilute the 
standard. This position is founded on the basic philosophy of the Farina 
and Catsup cases. 


It must be apparent from this consideration of the food standard 
provisions of the Federal food law that judicious and sympathetic admin- 
istration of these provisions is of paramount importance in order to 
insure benefits to consumers and to the industry comparable to the bene- 
fits derived by both from the sections which provide the other two 
sides of our triangle. There is a particular need in the administration 
of these provisions for a sympathetic understanding of the many prob- 
lems of production and merchandising which may be affected by the 
standards, in order to insure compliance with the statutory requirement 
that the standards be reasonable. Present administrative policies meet 
these requirements. Their continuity should be insured by continued 


cooperation between government officials and industry representatives. 
[The End} 


[RAO 
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Mt 
DRUG 
LAW in Historical Perspective 


James F. Hoge . . . Counsel for the Proprietary 
Association of America 


RESIDENT THEODORE ROOSEVELT, in his annual message 

to the Congress, on December 5, 1905, said: 

“I recommend that a law be enacted to regulate interstate commerce in mis- 
branded and adulterated foods, drinks and drugs. Such law would protect legitimate 
manufacture and commerce, and would tend to secure the health and welfare of the 
consuming public. Traffic in foodstuffs which have been debased or adulterated so 
as to injure health or to deceive purchasers should be forbidden.” 

In those brief but forceful sentences, the President not only put his 
great prestige and vigorous support behind the movement for a food and 
drugs act, but he identified its philosophy and prophesied its future. It 
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would, he said, “protect legitimate manufacture and commerce” and 
“tend to secure the health and welfare of the consuming public’; it 
should prohibit traffic which was designed to ‘injure health or to deceive 
purchasers.” ‘ 


So, the Food and Drugs Act was intended to be an economic as 
well as a public health law. That fact frequently has been clouded. 
It was in some of the early court decisions, and it was in the discus- 
sions pertaining to the 1938 Act. Even now, it is sometimes asserted 
that the law should be confined in application to considerations of health. 
But, the basic authority for the law was, and is, the “commerce clause” 
of the Constitution.’ It is not a matter of exercising police power belong- 
ing to the states. It is a matter of regulating interstate commerce.’ 
So it was with the first federal enactment, almost a hundred years ago. 
That had to do entirely with forbidding importation into this country 
of adulterated drugs and medicines.’ 


As an economic measure, the law from the first has been designed 
to protect the honest producer from unfair competition and to assure 
the consumer a product that is really what it is described to be. Of 
course, the health considerations are very definite. That is true of 
the law in its purpose and provisions. But, as a federal statute, its 
grounding is in the law of unfair competition and in the power of Con- 
gress to regulate interstate commerce. 


The term “drug law’'sin its broadest sense embraces the whole body 
of law applicable to the manufacture, shipment, advertisement, sale, 
and use of drugs and drug products and therapeutic devices. It includes 
the provisions of the Federal Trade Commission Act which relate to 
the collateral advertising of such products, i. e., advertising in the news- 
papers, over the radio and otherwise than by product labels and accom- 
panying literature. It includes the Federal Virus, Serum, and Toxin 
Act of July 1, 1902.4 The term also comprehends the state and municipal 
laws which conform in a complementary and supplementary way to 
the basic federal law. In a complete sense, the term would include 
pharmacy laws, narcotic acts, laws regulating the sale of barbiturates, 
marijuana and poisons, and many other statutes in the states and ordi- 





1 Art. I, Sec. 8. 

2 Weeks v. U. 8., 245 U. S. 618. 
* 9 Stat. 238, June 26, 1848. 
¢42.U. S. C. Ch, 4. 
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nances in the cities. In our federal scheme of government, however, 
these numerous enactments are tributary to the main stream and in this 
paper the term “drug law” is used principally to denote, as the main 
stream, the basic comprehensivg law represented by that part of the 
Federal Food, Drug and Cosmetic Act which applies to the regulation 
of interstate commerce in drugs, drug products and therapeutic devices. 


The drug law has always been associated with the food law. That 
has been true in the composition of statutes, both as proposed and as 
enacted. It has also been true with respect to the consideration, dis- 
cussion and propaganda pertaining to the legislation. Thus the 1906 
Act was approved on June 30th of that year, the same date on which 
a comprehensive meat inspection law was enacted. And the public 
opinion aroused on behalf of it swept the Food and Drugs Act into 
enactment at the same time. 


Notable in stirring public opinion was Upton Sinclair's The 
Jungle, a novel which appeared in 1906 and which purported to por- 
tray conditions in packing plants in Chicago, called ““Packingtown”’ in 
the book. Sinclair was a Socialist, and his friend—fellow Socialist and 
fellow author, Jack London—wrote the announcement from which some- 
thing of the flavor of the book can be had. London wrote: 

; take notice and remember, comrades, this book is straight proletarian. It is 
written by an intellectual proletarian, for the proletarian. It is to be published by a 
proletarian publishing house. It is to be read by the proletariat. What Uncle Tom's 
Cabin did for the black slaves The Jungle has a large chance to do for the white 
slaves of to-day.” * 

While the history of the drug law is inseparable from that of the 
food law, the limitation of subject and of time for this paper requires 
that references be confined chiefly to the developments of public opinion 
and of statute as they pertain particularly to the drug law. Part of 
the lurid backdrop for inflamed public opinion was the patent medicine 
business, or an element of it. In 1904 and 1905, Edward W. Bok 
published a series of exposures in his widely circulated Ladies’ Home 
Journal. Mark Sullivan in Our Times says that Bok was 
“moved by discovering the extent to which his women readers medicated themselves 


by mail; dosed themselves and their children with dubious concoctions, and wrote 
trustingly-intimate letters to concerns that made them articles of commerce.” * 





5 Mark Sullivan, Our Times, America Finding Herself; Charles Scribner’s Sons, 


1927, p. 472. 
* Sullivan, p. 512. 
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A similar series written by Samual Hopkins Adams and others was 
published in Collier's Weekly in 1905. Adams used the title “The 
Great American Fraud”. He discussed the curative claims—as com- 
pared with the chemical analyses—of scores of patent medicines. Some, 
he showed, contained dangerous drugs; some were no worse than innocu- 
ous; of some, the principal content was alcohol. Many made utterly 
impossible claims to curative properties, such as ‘““New Discovery for 
Consumption,” “Great Nerve Restorer,” ‘Fits Permanently Cured,” 
“Consumption Cured.” ’ 


There were, of course, manufacturers of medicines who were not 
guilty of the charges in these writings and did not fear the establish- 
ment of legal controls. But the general situation was such that Mark 
Sullivan, in his book, said: 

“In the patent-medicine business the essential art was not medicine, nor chemistry. 
The fundamental genius for it was psychological. It consisted of skill in playing 
on the credulity of the simple-minded and the trusting. The patent-medicine man 
and the quack doctor were hang-overs from primitive man’s belief in magic, descend- 
ants of the ‘medicine man’ of the American Indians, and the ‘conjure’ and ‘voodoo’ 
doctors of African savages, who persuaded people to believe diseases could be cured 
by irrelevant specifics—a stick or a root from the forest, incantations, the finger-nail 
of your enemy, ‘hair of the dog that bit you’.” * 


Drug products which were not advertised to the public did not 
figure so colorfully in the propaganda of the time, but the need for legal 
standards and for means of effecting compliance therewith—for insur- 
ing identity, quality and purity—was no less real. In this field, as in 
others, man’s capacity for good kept company with his capacity for 
evil. So chemistry, coming upon new discoveries in the making and 
using of drugs, also came upon new and ingenious ways of adulter- 
ating them. 


The Beginning 
Cast in its historical light, the drug law is soundly rooted in a 
system of free enterprise and a competitive economy. The fact that 
the Socialist Sinclair was useful in stimulating interest in it does noth- 
ing to its character and to its compatability with the capitalistic system. 
The Federal Drug Law is really a robust offspring and guardian of 
the competitive system. 





7 Sullivan, p. 516. 
® Sullivan, p. 511. 
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It began on June 16, 1848 when there was enacted the first bill.° 
It provided that 


“all drugs, medicines, medicinal preparations including medicinal essential oils, and 
chemical preparations used wholly or in part as medicine, imported into the United 
States from abroad, shall, before passing the Custom House, be examined and appraised, 
as well as any reference to their quality, purity and fitness for medical purposes, 
as to their value and identity specified in the invoice.” 

It prohibited the importation of such drugs, medicines and medic- 
inal preparations as were found to be adulterated or deteriorated. The 
enforcement of the act was with the Secretary of the Treasury and, 
through succeeding enactments, continued there until the passage of 
the Food and Drugs Act in 1906, which applied not only to importa- 
tion but sought to prevent the perpetration of similar frauds upon the 
American public by domestic producers.’® 


The first federal legislative effort in the direction of drug regula- 
tion (other than above mentioned) was made by the introduction of a 
bill in the House of Representatives on January 20, 1879 by Hendrick 
B. Wright of Pennsylvania. The bill was referred to the Committee 
on Manufactures, where it died. In the next Congress, which began 
on March 18, 1879, four bills were introduced in the House, relating to 
food and drug adulteration. None was advanced beyond the com- 
mittee stage. 


On October 12, 1888, Congress passed an act to prevent the manu- 
facture or sale of adulterated foods or drugs in the District of Colum- 
bia." The act prohibited adulterations of drugs which were (1 ) injurious 
to health; (2) injurious in quality, nature or substance; (3) intended 
fraudulently to increase bulk, weight or measure or conceal inferior 
quality. Proprietary medicines, however, were exempted from the act. 
Enforcement was with the Commissioner of International Revenue. 
This act was superseded by a new one ™ enacted February 17, 1898, 
drafted more along the lines of the later Food and Drugs Act of 1906. 
And it embraced cosmetics. 


® 9 Stat. 237. 

” Weber, G. A., The Food, Drug & Insecticide Administration, Brookings Institution, 
Service Monograph No. 50, p. 10. 

11 25 Stat. 549. 

2 30 Stat. 246; White, M. G.; Sellers, A.; Grundstein, N. D.; Administrative Pro- 
cedure and Practice in the Department of Agriculture under the Federal Food, Drug 
and Cosmetic Act of 1938, p. 6. 
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The Appropriation Act of March 2, 1889 made the first appro- 
priation for the Department of Agriculture as an executive department. 
It contained a provision, under the heading of Chemical Division, ““To 
enable the Secretary of Agriculture to extend and continue the investi- 
gation of the adulteration of food, drugs, and liquors.’ Appropriations 
were made annually thereafter until the enactment of the Food aid 
Drugs Act.** 


On December 31, 1898, Senator William E. Mason of Illinois (the 
father of present Federal Trade Commissioner Lowell B. Mason) intro- 
duced a resolution in the Senate, which was adopted, authorizing the 
Senate Committee on Manufactures to investigate “what, if any, 
manufacturers are adulterating food and drink products, and which, if 
any, of said products are deleterious to public health and which, if 
any, of said products are frauds upon the purchasers”. The hearings 
were held from March 7, 1899 to January 20, 1900 in Washington, 
Chicago and New York, and the Committee reported to the Senate 
on February 28, 1900 that “the adulteration of prepared or manufac- 
tured foods is very extensively practised, and in many cases to the 
great discredit of our manufacturers.” 


In the 57th Congress, which began on March 4, 1901, six bills 


were introduced in the Senate and eight in the House for the preven- 
tion of adulteration or misbranding of foods, drugs and drinks, and 
their transportation in interstate commerce. In the 58th Congress, 
beginning March 4, 1903, one Senate bill and three House bills were 
introduced; in the 59th Congress, four Senate bills and eight House bills. 
Hearings were held before committees of Congress and many petitions 
were received by Congress from state legislatures, private organizations 
and individuals in all parts of the country, nearly all of which urged 
the enactment of such legislation. Many of the larger, well-established 
concerns manufacturing foods, drugs and drinks favored such regula- 
tory legislation, but there was opposition on the part of others, and 
much pressure was brought against the enactment of a food and 
drug law.*® 


% 25 Stat. 835, 837. 
144 Weber, p. 3. 
% Weber, pp. 7-9. 
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The 1906 Act 


Between January 20, 1879 and June 30, 1906, 190 measures were 
presented in Congress which were designed in some way to protect 
the consumer of food and drugs.** On June 30, 1906, the Food and 
Drugs Act,"* which had been drawn up by Dr. Harvey Wiley and intro- 
duced by Senator Weldon B. Heyburn of Idaho, was approved. It 
became effective on January 1, 1907. 


It was, at the time, a highly significant event, marking the inward 
reach of the tide of effort for effective control in our federal system 
of government of the nation’s food and drug supply. It remains his- 
torically significant. It was not destined to mark the end of effort; quite 
the contrary—it was viewed almost at the time of its enactment as a 
beginning, rather than an ending. It took form, which it has since held, 
as a landmark of progress, consolidating the position as of that time 
in formalized legal provisions and affording both a vantage point and 
a design for more comprehensive legislation to follow. 


Efforts to amend it began as early as 1911. On May 29th of that 
year, the United States Supreme Court decided the Johnson case."* It 
held that the definition of misbranding in Section 8 of the act did not 
cover statements of therapeutic effects of medicines, but only statements 
regarding the identity of the articles or the ingredients or substances they 
contained, including statements regarding the place of manufacture. 
To overcome this decision, a bill was introduced to make the language 
of Section 8 “in unmistakable terms carry out the original intention of 
Congress to prevent the misbranding of drugs by which people are 
falsely and fraudulently deceived as to the curative properties or effects 
of proprietary medicines.” * 


That bill became the Sherley Amendment of August 23, 1912.”° It 
can hardly be called a liberalizing one although it did go part of the 
way in meeting the effect of the Johnson decision. But the act, as 
passed in 1906, was capable of much broader scope than it turned out 
to have under the influence of the Johnson decision and the Sherley 

* Regier, C. C., The Struggle for Federal Food and Drugs Legislation, I Law and 
Contemporary Problems 3, 3-4. 

™ 21 U. S.C. A. 1, 34 Stat. 768. 

1% U. 8. v. Johnson, 221 U. S. 488. 

® House Report No. 1138, to accompany H. R. 11877, 62nd Cong., 2nd Sess., 1912, p. 4. 


See White, et al., pp. 12-15. 
37 Stat. 416. 
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Amendment. Justice Hughes wrote a dissenting opinion in the Johnson 
case in which he discussed the construction which had been placed upon 
Section 8 from the start by the officers charged with the enforcement 
of the statute. He commented upon the acquiescence in their con- 
struction by defendants in many cases. He said: 

“We have been referred to the records of the Department of Agriculture, show- 


ing nearly thirty cases in which either goods had been seized and no defense made, 
or pleas of guilty had been entered.” (p. 505) 


In any event, the amendment enabled the administrators of the 
act to get at fraud, and it did bring about substantial improvement 
in the labeling of medicinal preparations. While that was true, the 
enforcement was hampered by the obligation of proving that the claims 
made in the labeling of medicinals were not only false but also fraudu- 
lent, and this handicap contributed to the agitation for further improve- 
ment in the law. 


On March 3, 1913, another amendment was added to the statute. 
It was the Gould Amendment, approved March 3, 1913,” sometimes 
referred to as the Net Weight Act. It required that all food and drug 
packages shipped in interstate commerce should be plainly and con- 
spicuously marked to show the quantity of the contents in terms of weight. 


measure or numerical count. There had been attempts to include a 
similar provision in the 1906 Act. The Gould Amendment finally accom- 
plished it and strengthened further the historical purpose of the law to 
outlaw economic deception of purchasers. 


Forecast of the 1938 Act 


The 1913 Report of the Secretary of Agriculture recommended 
(p. 59) “that the Food and Drugs Act be amended to permit the estab- 
lishment of legal standards for judging foods and for a broader defini- 
tion of a ‘drug.’ "" The recommendations came to the attention of the 
Chairman of the House Committee on Interstate and Foreign Com- 
merce. He requested a statement of the views of the Department of 
Agriculture as to what changes in the Act of 1906 were necessary. The 
Secretary submitted a list of comprehensive suggestions which, back in 
1913, forecast the Federal Food, Drug, and Cosmetic Act of 1938. Of 


™ 37 Stat. 732. 
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these suggestions, the following are interesting as bearing upon drug 
control and upon what ultimately came to pass in the 1938 Act: 


The Secretary suggested: 


“That the definition of the term ‘drug’ be made to include all cosmetics, toilet prep- 
arations, face creams, hair dyes, obesity and anti-lean remedies, and mechanical devices 
for the treatment or prevention of disease.” 


The 1938 Act accomplished this suggestion, not by extending the 
definition of ‘‘drug,” but by setting up broad definitions for cosmetics 
and devices. Prior to the new act, some devices such as adhesive 
plasters and absorbent cotton were included within the definition of 
“drug” by virtue of being listed in the U. S. Pharmacopoeia or National 
Formulary. The courts extended the definition further. Gauze band- 
ages were held to be “drugs” in LJ. S. v. 48 Dozen Packages of Gauze 
Bandages, 94 Fed. (2d) 641 (C. C. A. 2, 1938). Catgut ligatures 
were held to be a “drug’’ and the Administration made extensive seizures 
of rubber prophylactics as “adulterated” and misbranded ‘‘drugs.”’ ** 


The Secretary suggested: 


“That the list of drugs, the names of which are now required to be stated on the 
labels or packages containing them be extended to include acetylsalicylic acid, acon- 
itin, alypin, antipyrin, arsenical salts, afropin, aspirin, caffein, canthorides, cotton root, 
croton oil, digitalis, ergot, holocain, hyoscin, orthoform, phosphides, phosphorus, 
scopolamini, sulphonal, stovain, strophantus, strychnine, veronal, salts of lead, mer- 
cury, copper, silver, zinc, trional, tetronal, oils of pennyroyal, rue, savin, tansy, and 
any derivatives or preparations of any substances contained therein and all antipy- 
retics, hypnotics, and local anesthetics.” 


The 1938 Act, Section 502(e), met this suggestion by requiring that 
the common or usual name, if there is one, of the drug must appear 
upon its label or, in case it is fabricated from two or more ingredients, 
the common or usual name of each active ingredient including the quan- 
tity, kind and proportion of any alcohol, and also including, whether 
active or not, the name and quantity or proportion of any bromides, 
ether, chloroform, acetanilid, acetphenetidin, amidopyrine, antipyrine, 
atropine, hyoscine, hyoscyamine, arsenic, digitalis, digitalis glucosides, 
mercury, cuabain, strophanthin, strychnine, thyroid, or any derivative 
or preparation of any such substances, contained therein. 


= White, et al., pp. 24-28. 
23 Notices of Judgment, November and December, 1938. 
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The Secretary suggested: 


“That authority be conferred upon the Secretary of Agriculture to fix standards for 
all foods and drugs for which the United States Pharmacopoeia and National Formu- 
lary contain no standards. The Food and Drugs Act makes the United States Pharma- 
copoeia and National Formulary a standard for drugs. There is no such standard 
for foods.” 

As to drugs, Section 501 (b) of the 1938 Act provides that whenever 
tests or methods of assay have not been prescribed in the Pharma- 
copoeia or Formulary, or that when such tests or methods of assay 
as are prescribed are insufficient for determining the strength, quality 
or purity of drugs, the Administrator shall bring such fact to the atten- 
tion of the body charged with the revision of the compendium and, if 
the body fails within reasonable time to prescribe tests or methods of 
assay which are sufficient, then appropriate tests or methods shall be 
promulgated by regulations. 


The Secretary suggested: , 


“That penalties now prescribed by the Act be increased . . . I believe that the 
penalty for manufacture and sale in the District of Columbia and the Territories and 
the shipment in interstate commerce of adulterated and misbranded articles should 
be made not to exceed $1000 for the first offense and not to exceed $2000 and one 
year's imprisonment for the second offense.” 


The 1938 Act did increase the penalties to imprisonment for not 
more than one year or a fine of not more than $1,000, or both, for the 
first conviction, and a fine of not more than $10,000 or imprisonment for 
not more than three years, or both,-for subsequent convictions and for 
violations with intent to defraud or mislead. 


The Secretary suggested: 
“That violations of the regulations under the Act be made an offense. At the present 
time only violations of the Act itself are offenses.” 

The 1938 Act makes violations of substantive regulations an offense 
—not violations of what may be called interpretive regulations, except 
as the court may adopt the interpretation of them. 


The Secretary suggested: 


“That the Secretary of Agriculture be authorized, in his discretion, to cause to be 
made, inspection of establishments where food and drug products for interstate and 
foreign commerce are manufactured or packed.” 


Drug Law 








The 1938 Act includes a provision, Section 704, for factory inspec- 
tion. An advance toward carrying out this suggestion had already been 
made by the “Sea-Food Inspection Amendment” approved June 22, 1934, 
as amended by the Act of August 7, 1935. 


The Secretary suggested: 


“That the channels of interstate and foreign commerce be closed to articles in respect 
to which false and misleading advertisements are contained in the daily papers and 
magazines.” 


The subject of this suggestion made up the most discursive issue 
pertaining to the 1938 statute. Bills for revision of the Food and Drugs 
Act between June 1933 and 1938 regularly included provisions relat- 
ing to collateral advertising. Proponents contended that the control of 
advertisements should rest with the same enforcement authority as the 
composition and labeling. The Federal Trade Commission took the 
position that it had exercised control over advertisements as a part of 
its jurisdiction to prevent unfair methods of competition and that it 
should not be deprived of this office. The conclusion of the matter was 
that the Federal Trade Commission Act was amended by the Wheeler- 
Lea Act * whereby the Commission's powers with respect to the adver- 
tising of foods, drugs, devices and cosmetics were enlarged, and the 
Food, Drug and Cosmetic bill was shorn of provisions on advertising. 


There was some criticism of this separation of control on the ground 
that the Federal Trade Commission was a body set up to deal with 
unfair competition but, as the history of the drug law shows, criticism 
on that ground was not altogether sound. The sounder grounds were 
(1) duplication of enforcement offices and activities, (2) loss of facility 
in not having in one place a common control over subject matter which, 
upon occasion, is much the same regardless of separate media, i. e., label- 
ing and advertising, (3) conflict in results from enforcement of the 
same subject matter by the courts when it is labeling and by an admin- 
istrative proceeding when it is advertising, and (4) failure to utilize 
the tradition and experience of the Food and Drug Administration 
gained in the enforcement of the Food and Drugs Act of 1906. 





™* 48 Stat. 1204; 49 Stat. 871; 21 U.S. C. A. 372(a). 
%15 U.S.C. A. 41. 


Page 58 Food Drug Cosmetic Law Quarterly—March, 1946 























Conclusion 


For a concluding perspective, here, on the drug law, the 1917 
report ** of Dr. Carl L. Alsberg, of the Bureau of Chemistry, is useful. 
He made significant observations. He reviewed the administration of 
the first ten years of the Food and Drugs Act of 1906. His report, 
now thirty years ago, then ten years after the enactment, portrays effects 
which have characterized the law all through the years—in the three 
decades since the report, almost as well as in the one preceding it. 
There, where one reading it now may look back of it and in front of 
it, it affords another revelation of the historical adherence of the law 
to its basic purposes. 


Among the effects noted by Dr. Alsberg was, in high place of 
course, the contribution of the law to the safeguarding of the people's 
health. He said that “A measure of the corrective influence of the act 
is the true measure of accomplishment. Perhaps such an estimate can 
best be gained, though imperfectly, by considering the effect of the act 
upon food and drug control by the States, upon the development of the 
food and drug industries, and by the enumeration of some of the prin- 
cipal abuses that have been corrected.” ** He spoke of the act stimu- 
lating the enactment of similar legislation in the states. He said that 
it had vastly improved the manufacture of pharmaceuticals and raised 
the quality of the supply of crude drugs. 


He commented upon the law as an influence for drawing competitors 
together into associations like the guilds of the middle ages. These 
associations, he said, had come to understand the value of construc- 
tive organization and some of them had devoted considerable sums 
annually to experimental research designed to solve the technical prob- 
lems with which the industry was confronted. Thus, he said, there 
was made available to the small manufacturer scientific assistance 
which would ordinarily be obtainable only by large corporations main- 
taining their own staff of investigators. 


And Dr. Alsberg attested the strong foundations of the act by 
saying: 


“The Food and Drugs Act was among the first of that group of laws which 
today would be classed as laws for the prevention of unfair competition. The sup- 





% Annual Reports of the Department of Agriculture, 1917, p. 210; Weber, pp. 25-30. 
™ Weber, pp. 25-26. 


Drug Law Page 59 

















pression of fraud upon the consumer and of unfair competition among business rivals 
are but the two faces of the same coin.” ™ 


Such is indeed the foundation of the drug law, and its strength 
and its vitality. It stands, ninety-eight years from the first federal stat- 
ute on the subject and forty years from the passage of the first Food 
and Drugs Act, as witness to the fundamental soundness of its basic 
philosophy, and as an example of what can be done by law to accom- 
modate the workings of free enterprise to the prosperity of industry 
and the welfare of the people in a ratio of corresponding proportion. 
And in historical perspective, it may be said of the drug law— in the 
words of the inscription on the National Archives Building—‘‘What 
Is Past Is Prologue.” [The End] 


“Proprietary preparations, seized [during 
the 1945 fiscal vaaek da charges of false and 
misleading claims included tonics and products 
containing vitamins and minerals, promoted to 
bring the user vim and vigor; weight reducers 
depending upon diet or laxatives; preparations 
for coughs, colds, asthma, and hay fever; laxa- 
tives and medicines for digestive disorders, arth- 
ritis, and rheumatism; a natural unrefined 
petroleum oil bearing claims of efficacy in the 
treatment of many skin disorders; and numerous 
sporadic shipments involving only a few seizures 
each.” Food and Drug Administration Release, 
January 11, 1946. 





*® Weber. p. 27 
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COSMETIC 
LAW... 


History and Observation 


Hugo Mock . . . 


Counsel for the Toilet Goods Association 





legislation in that field are the least difficult of all topics connected 

with food, drug and cosmetic law for the simple reason that until 
very recently, that is until the passage of a state law modeled after the 
Federal Food, Drug and Cosmetic Law of 1938, there was absolutely no 
legislation in New York State regulating the manufacture and sale of 
perfumery, toilet preparations, or cosmetics. 


sk EVOLUTION of cosmetic laws and their relation to state 


In most of the states, excepting New York, the regulation of beauty 
shops and of beauty parlor operators antedated any regulation of cos- 
metics as such, but these so-called cosmetology laws referred rather to 
the persons who used or applied cosmetics than to the cosmetics them- 
selves. The earliest use I have been able to find of the word “‘cosmetics”’ 
in legislation is a proposed Act of Parliament in 1770, which read in 
part as follows: 


“That all women, of whatever age, rank, profession, or degree, whether virgins, 
maids or widows, that shall from and after such Act, impose upon, seduce and betray 
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into matrimony any of His Majesty's subjects by the scents, paints, cosmetic washes, 
artificial teeth, false hair, Spanish wool, iron stays, hoops, high-heeled shoes, bolstered 
hips, shall incur the penalty of the law in force against witchcraft and like misde- 
meanors and that the marriage, upon conviction, shall stand null and void.” 

What is also interesting to observe is the fact that these laws, 
whether state or federal, or whether applied to foods, drugs, or cos- 
metics, were in general not due to the initiative of any individuals but 
grew quite naturally from local conditions. It is said that the first Fed- 
eral Food and Drug Law of 1906 was largely due to the stock yard 
scandals involving meat for our soldiers in the Spanish-American War 
and so local legislation in these fields has been prompted by specific 
problems as they arose. 


The first concern of state officials was probably with water and 
when it was found that diseases such as typhoid fever and the like were 
transmitted by milk as well as water, then the states became cognizant 
of such dangers and we had the first health and food officials and for a 
great many years the work of the state chemist revolved around the 
analysis of water, the investigation of milk, and the promulgation of 
standards therefor and in time for the benefit of local industries, such as 
the dairy industry in Wisconsin, the fruit industries in California, the 
apple industry in Washington, etc. During all these periods which 
witnessed the organization and development of State Boards of Health 
and the appointment of state chemists, no mention is ever found either in 
New York State or any other state statute that I know of, of cosmetics 
or toilet preparations. This is not so strange as it might appear at first 
glance, for I beg to remind you that in 1850 or thereabouts the installa- 
tion of the first bathtub in Cincinnati reputedly caused a local scandal, 
and it is in the memory of many of you that the use of face powder and 
lipsticks in the United States, at least, was at one time largely confined 
either to the stage or to the world’s oldest profession. 


Perhaps this is a little strange when we consider that the use of 
toilet preparations is of great antiquity since our archaeologists have 
found plenty of evidences of the use of toilet preparations in the times 
antedating the Christian era, but this can probably be explained by the 
fact that until the 20th Century this country was still largely a frontier 
country and such refinements as toilet preparations which for centuries 
found acceptance in Europe were looked upon as somewhat effeminate 
and not befitting the rugged civilization of the United States. For some 
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reason which I cannot fathom, it is the strenuous war years that have 
made permanent the sale and advertising of cosmetics for men and I am 
now informed that there are over 150 lines of cosmetics manufactured 
primarily for men. 

Indeed the first mention of cosmetics in New York State legislation 
is in the New York Drug & Cosmetic Act of June 14, 1939, effective 
September 1, 1939, and here the definition of the term “cosmetics” is 
identical with the text of the Federal Food, Drug and Cosmetic Act 
approved June 25, 1938. 


In both the New York state and federal laws cosmetics are defined 
as “articles intended to be rubbed, poured, sprinkled, or sprayed on, 
introduced into, or otherwise applied to the human body or any part 
thereof for cleansing, beautifying, promoting attractiveness, or altering 
the appearance, and articles intended for use as a component of any such 
articles; except that such term shall not include soap.” It is impressive 
to note that drugs are similarly defined in both acts as “articles intended 
for use in the diagnosis, cure, mitigation, treatment or prevention of dis- 
ease in man or other animals and articles other than food intended to 
affect the structure or any function of the body of man or other animals” 
and I submit that the definition of cosmetics and drugs in both these Acts 
is purely one of convenience rather than one of scientific terminology 
and that the distinction between drugs and cosmetics is largely an arti- 
ficial one which will tend more and more to be broken down. 


For instance, deodorants are popularly recognized cosmetics but one 
class of deodorants which is chiefly distinguished as perfume responds 
to the legal definition of a cosmetic only, whereas another class of de- 
odorants which inhibits perspiration is both a cosmetic and a drug 
although commercially both of these items are sold at toilet goods 
counters and are known only as toilet preparations. 


Necessarily, hormone preparations sold at cosmetic counters are 
both drugs and cosmetics. An item such as vanilla, for instance, is 
clearly both a food, a drug and a cosmetic because it is a component of 
foods, drugs and cosmetics as sold, and hence responds to all three 
definitions in the Federal Food, Drug and Cosmetic Act. 

If we adhere to the narrow definition of “‘interstate’’ which was 
popular many years ago as defined by the case of U. S. v. Knight, 156 
U. S. 249, the manufacture of cosmetics would be recognized as purely 
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a state phenomenon, but with the extension of the definition of what 
constitutes interstate commerce, with which you are all familiar, it is 
perhaps a beneficial thing that legislation governing the manufacture, 
ingredients, formulae, etc., of cosmetics should have been initiated by 
the Federal Government rather than by the individual states. 


In the Knight decision, it is interesting to observe that the dis- 
senting opinion of Justice Harlan foreshadowed the more liberal and 
present concept of what constitutes interstate commerce. 


Cosmetics wherever manufactured are of no local significance and 
are shipped all over the country, the place of manufacture having relation 
principally to ease of distribution rather than to any other factors. Cos- 
metics do not involve state rivalries such as the competition between 
the State of Washington apples and New York apples, or the use of 
dairy butter as opposed to hydrogenated oils made from cotton seed or 
the like. Well known cases such as Hebe Company v. Shaw, 248 U. S. 
125, and MacDermott v. Wisconsin, 228 U. S. 431, have little application 
to the cosmetic field inasmuch as cosmetics are manufactured from raw 
materials gathered from all parts of the globe. 


We have at the present time a Maine law requiring the registration 
of cosmetics under a small fee which I would designate strictly as nui- 
sance legislation with little or no protection to the State of Maine, but a 
source of great irritation to the manufacturers required to register under 
that act. Similar, though not quite so onerous, is a registration law 
in Louisiana requiring the registration of all brands of foods, drugs 
and cosmetics. Again we have here an instance of food, drug and 
cosmetic legislation under the guise of a revenue measure which is 
greatly troublesome to the manufacturers involved and it is to be deplored 
that other means could not have been found to secure the small revenue 
which results from such legislation. Not only do such particular laws 
as I have instanced in Maine and Louisiana constitute a great burden 
upon manufacturers, but they are apt to lead to reprisal legislation in 
other states. 


Only a few days ago I was informed that Louisiana had banned 
the sale of all cosmetics containing estrogenic hormones. This is the 
most drastic action taken on this subject anywhere in the United States. 
I know it has been under acute consideration by the Food and Drug 
Administration at Washington for several years and I do say that 


Page 64 Food Drug Cosmetic Law Quarterly—March, 1946 














| consider the action of the Louisiana Board of Health at least prema-: 
ture, considering that as far as I know no damage to health has been 
claimed by the use of compounds in this field hitherto sold. 


I think you will all recall instances of actual or attempted state 
legislation which would in some cases prohibit the importation of vege- 
tables from adjoining states—in one case I remember the restriction 
against importation of beer from other states. All these attempts to 
favor local industries by electing so-called state tariff laws are a mistake 
which detract from the unity of the states. 


There is another reason why the national Government should 
retain jurisdiction over cosmetics to the exclusion of local legislation, 
and you will see the reason for this by a single example—certified colors. 
Colors are used in foods, drugs and cosmetics, but are especially impor- 
tant in the field of foods and cosmetics. The certified color provisions 
of the Federal Act have been repeated in all the legislation of the various 
states including New York, which have been modeled after the Federal 
Act. The national Government has well equipped laboratories and long 
experience in the analysis and choice of certified colors. The state laws 
generally provide that regulations shall be established upon this subject 
but these regulations in turn in most cases merely refer the subject to 
Washington. No single state has had the hardihood to try to separately 
control the certified colors used in the state for the simple reason that 
no state is equipped either by experience or personnel to deal with this 
subject and it is properly and logically left to the Federal Government. 
Highly developed research is in progress in the cosmetic field as well as 
in the food and drug fields. The question of specific allergies to raw 
materials used in cosmetics as well as in other products and the pro- 
tection of consumers having such allergies is becoming of increasing 
importance. 


The work of beauty parlors and the beauticians, hair treatment and 
hair dyeing, should naturally remain under state jurisdiction, but the 
more intricate and elaborate work required for the protection of the 
people of the United States in the supervision and analysis of cosmetics 
as well as foods and drugs, to avoid duplication and waste, should be 
left to the Federal Food and Drug Administration. [The End] 
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The Enrichment Programe 


Dr. Norman Jolliffe - + + “it seems that state legislation is 
the best practical way to insure 
enrichment which will help main- 
tain American diets at satisfac- 
tory levels,"’ says Dr. Jolliffe of 
the Food and Nutrition Board, 
National Research Council 


tendency in all western countries to make their flour whiter and 

whiter by more and more milling so as to exclude more and more of 
the bran coats of the grain. Flour so refined is less subject to spoilage, 
is of greater uniformity and produces bread of lighter texture and a 
blander flavor which make it attractive to popular taste. This practice 
has become so firmly rooted in the United States that over 95 per cent 
of all wheat flour used in bakeries and in the home is white. Extensive 
commercial and governmental efforts to popularize dark bread have been 
unsuccessful. There is little reason to hope that they will be more 
successful in the future. 


[) ice THE PAST 100 YEARS there has been a progressive 


Until recent years it has been supposed that no damage to public 
health could result from this custom. However, recent scientific discov- 
eries in the field of nutrition, particularly those concerning the role of 
vitamins, amino acids, and of certain minerals to health, have made it 
evident that such high milling of the wheat seriously impairs the nutri- 
tional qualities of bread made from it. This nutritional impairment 
is particularly noted in people who, for economic or other reasons, 
include a relatively large proportion of bread in their dietaries. Bread 
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mor White Flour and Bread 


and cereals are the cheapest of foods. They are eaten by everyone, 
and they make up for most of us a far larger fraction of our total caloric 


intake than any other class of products. Consequently, the losses 
incurred in refining of wheat have serious effects on the thiamine, ribo- 
flavin, niacin and iron content of prevailing dietaries. This defect is 
revealed by all recent dietary surveys and by the high prevalence of 
dietary deficiency diseases, particularly of the mild chronic variety, 
found in many sections of this country. 


It is now possible to restore economically these lost nutrients to 
white bread and flour without in any way modifying their appearance, 
flavor or acceptibility. This enrichment involves no significant change 
in manufacturing or baking methods. It involves no change in public 
acceptance of its cheapest and most widely used food. 


This movement to enrich flour and bread was inaugurated in 
1940-1941 by the Food and Nutrition Board of the National Research 
Council with aid and encouragement of the Council on Foods and 
Nutrition of the American Medical Association, the Millers National 
Federation and the American Bakers’ Association. It has since been 
endorsed by the American Public Health Association and by numerous 
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other organizations both state and national. Federal Government 
sponsorship was supplied by the United States Public Health Service 
and by the Federal Security Agency including the Food and Drug 
Administration. The latter has adopted standards for enriched flour 
and has proposed standards for enriched bread which have been accepted 
by industry and by the supporting organizations. . 


By the end of 1942, on a purely voluntary basis, enrichment was 
effected to about 75 per cent of the white bread and flour of the country. 
The ingredients added were thiamine, niacin, riboflavin and iron, all of 
which are natural to wheat but tend to be supplied in inadequate amounts 
in the diet as a whole when the wheat component is refined and is 
consumed in its usual average amounts. The cost of such enrichment 
is less than 1/20 of a cent per pound loaf of bread or about 15 cents 
per capita per annum. No other method of distribution can effectively 
deliver so cheaply so much of these essential nutrients where they are 
needed most. 


Early in 1943 the mandatory principle was introduced by War 
Food Order Number 1 primarily to insure enrichment of the cheapest 
products on the market. The enrichment of these cheaper brands is 
more important from the public health standpoint than that of higher 
priced brands because the former is purchased by the lower income 
classes who suffer most from dietary deficiencies. Yet the competitive 
commercial incentive for enrichment of cheaper products is very slight. 
With the passing of the war emergency, Food Order No. | will expire. 


State legislation permanently requiring the enrichment of white 
bread and flour was inaugurated by South Carolina and Louisiana in 
1942. Alabama, Kentucky, Mississippi and Texas enacted similar laws 
in 1943 and 1944. In 1945 twelve additional states adopted such a law 
(Arkansas, Georgia, Indiana, Maine, New Hampshire, New York, 
North Carolina, North Dakota, South Dakota, Washington, West Vir- 
ginia and Wyoming. In addition Hawaii and Puerto Rico adopted it. ) 
making a total of 18 states in all. 


Opposition to state legislation requiring bread enrichment has devel- 
oped among certain parts of the dairy industry. They seem to feel 
that compulsory enrichment of bread with vitamins and minerals will 
compete with the use of dry non-fat milk solids. They believe the best 


Page 68 Food Drug Cosmetic Law Quarterly—March, 1946 

















solution of the question of bread ingredients is to leave it to the baker 
and to consumer preference in an open competitive market. 


While the primary emphasis of food legislation in the past has 
been to protect consumers against adulteration, misbranding, fraud, 
deceit and misrepresentation, this legislation, it is granted, introduces a 
new concept. This concept is one requiring the presence of stipulated 
amounts of certain nutrients in selected staple food products when such 
nutrients are necessary to the public health. The authority of the Fed- 
eral Security Administration to issue standards of this type under the 
Food, Drug and Cosmetic Act has been confirmed by a Supreme Court 
decision of March 1, 1943 [Federal Security Administrator v. The 
Quaker Oats Co., 318 U. S. 218]. 


That enrichment of bread and flour is in the interest of public health 
may be found in analysis of the nutrients available on a per capita basis 
in 1943 and 1944. Had enrichment not contributed to the total supply 
of thiamine, niacin, riboflavin and iron, there would have been a signifi- 
cant per capita deficit in the satisfactory allowances of these four ingredi- 
ents. This indicates the public health necessity of this measure. 


Nutritionally and commercially, enrichment does not compete with 
dry non-fat milk solids. They complement and supplement each other. 
Enrichment adds thiamine, niacin, riboflavin and iron. Enrichment does 
not add protein or calcium, nor increase bread yield. Enrichment does 
not contribute to taste appeal. Dry non-fat milk solids add protein 
containing important amino acids in which wheat protein is low, thus 
making “bread protein” of high biologic value. Dry non-fat milk solids 
add calcium important for the development of strong bones and teeth, 
particularly in growing children. Dry non-fat milk solids add ribo- 
flavin, supplementing that of enrichment. They also add taste appeal, 
increasing bread's popularity with the public. Dry non-fat milk solids 
increase the bread yield, thus helping to cover the cost of its inclusion 
in bread. I am told that at present bread prices, the addition of dry 
milk solids, when and if they sell at or less than about 9 cents per 
pound, will cease to be an expense to the baker. 


Enrichment adds or subtracts nothing in taste appeal, nothing by 
it permits no profit directly to the baker. Therefore, it seems that state 
which the consumer can be made immediately aware of its presence; 
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legislation is the best practical way to insure enrichment which will 
help mainain American diets at satisfactory levels. Also, since the con- 
sumer taste prefers bread made with dry non-fat milk solids, and since 
under normal price conditions inclusion of dry non-fat milk solids tends 
to pay its own way by increasing yield, it seems that dry non-fat milk 
solids will be included in bread, universally or substantially so, without 
resorting to state legislation. [The End] 


“The vitamin content of 1,344 samples was 
tested in the Washington laboratories in 1945 
by 3,740 biological, spectrophotometric, chem- 
ical, fermentation, microbiological, and fluoro- 
metric tests. In addition, the field stations made 
chemical tests of bread and flour and other en- 
riched foods for thiamine and of pharmaceutical 
vitamin preparations for vitamin C and thia- 
mine.’ Annual Report of the Federal Security 
Agency, Section One, Food and Drug Adminis- 
tration, 1945, page 48. 
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"NEW DRUG’ 
STON. 


Carl M. Anderson . . . Executive Assistant to the President of 
Merck and Company, Inc., and Counsel 
for the Drug, Chemical and Allied Trades 
Section, New York Board of Trade, Inc. 






which was approved on June 25, 1938, attempted for the first time 

to deal on a preventive basis with the hazards presented by the 
introduction of new drugs. To that end, Section 505(a)? of the Act pro- 
vided that “no person shall introduce or deliver for introduction into 
interstate commerce any new drug, unless an application filed pursuant 
to sub-section (b) is effective with respect to such drug.” 


[ FEDERAL FOOD, DRUG, AND COSMETIC ACT," 


This section and other provisions of the Act relating to its enforce- 
ment were made effective immediately,’ although it was provided that 
the Act generally should take effect twelve months after the date ot 
its enactment.* 





1 Title 21, U. S. C., Secs. 301-392. The Federal Food, Drug and Cosmetic Act will 
usually be referred to in this paper simply as ‘‘the Act."’ 
? Footnotes 2, 3, 4 appear on page 72. 
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The purpose of this paper is to consider the historical background 
of the “new drug” section, and its scope, interpretation and application. 


I 


Historical Background 


The Federal Food and Drugs Act of June 30, 1906,° contained 
no provision comparable to the “new drug” section of the Fe.leral Food, 
Drug, and Cosmetic Act of 1938. Neither did the earlier drafts of the 
1938 Act, which was the culmination of several years of legislative 
effort,® contain any comparable provision. 


The enactment of this legislation can be traced directly to a tragedy 
which occurred in 1937, while Congress had before it Senator Cope- 
land's bill, S. 5, introduced in the first session of the 75th Congress. 


In Septer-ber, 1937, a drug known as “Elixir Sulfanilamide” was 
placed on the market. Sulfanilamide, still a relatively new drug, had 
been used with great success in tablet and powder form, and the “Elixir” 
was developed to meet a demand for a liquid form of the drug. Since 
sulfanilamide is insoluble in the various liquids ordinarily used in making 
medicines, a number of other solvents were tried, and diethylene glycol 
was finally selected by the manufacturer. No tests were conducted to 
determine whether or not diethylene glycol might safely be used as a 
solvent for sulfanilamide, and in use it proved to be lethal. Seventy- 
three persons were reported to have died as a direct result of taking 
the drug during the brief period that it was distributed (September 4, 


2 Title 21, U. S. C., Sec. 355(a). 
3 Together with certain other sections. Title 21, U. S. C., Sec. 392. 


4Sec. 902; Title 21, U. S. C., Sec. 392. The effective date of certain sections of the 
Act was later postponed until January 1, 1940, by Public Act No. 151 of the 76th Con- 
gress, approved June 23, 1939. See note to Title 21, U.S. C. A., Sec. 392. 

5 U.S. C., 1934 ed., Title 21, Secs. 1-15. 

*In December, 1933, Law and Contemporary Problems, published by the Duke Uni- 
versity School of Law, devoted its first issue (Vol. I, No. I) to a symposium on ‘‘The 
Protection of the Consumer of Food and Drugs.’’ S, 1944, the original ‘“Tugwell bill,’’ 
had been introduced in the 73rd Congress in that year. The principal succeeding bills 
were S. 2°90 and S. 2800 (1934), S. 5 (1935), amd S. 5 (1937). For a general discussion 
of the legislative history of the Act, see Cavers, ‘“‘The Food, Drug, and Cosmetic Act of 
1938: Its Legislative History and Its Substantive Provisions,’’ 6 Law and Contemporary 
Problems 2 (1939). Dunn, Federal Food, Drug and Cosmetic Act (1938), contains a 
compile :ion of the various bills and committee reports which led up to the enactment 
of the Act. 
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1937, to October 15, 1937), and twenty other persons who took the 
“Elixir” died, though exclusive responsibility was not established in 
these cases. 


On these facts, the Secretary of Agriculture recommended, among 
other things, that legislation be enacted to provide “license control of 
new drugs to insure that they will not be generally distributed until 
experimental and clinical tests have shown them to be safe for use.” ’ 


Following this recommendation, Senator Copeland introduced in 
the second session of the 75th Congress, Senate Bill 3073, which pro- 
hibited the introduction into interstate commerce of “any drug 
composed, in whole or in part, of any substance or combination of sub- 
stances, which substance or combination is not generally recognized as 
safe for use in the dosage and with the frequency and duration pre- 
scribed, recommended or suggested in the labeling thereof, unless the 
packer of such drug holds a notice of a finding by the Secretary that 
such drug is not unsafe for use.”* Subsequently, a companion bill, 
H. R. 9341, was introduced by Representative Chapman in the House.® 
Senator Copeland's bill was unanimously passed by the Senate on May 
5, 1938.2° The Chapman bill, in revised form, was included in the 
committee version of S. 5 as reported to the House, and in this form 
was finally enacted." 


II 
The Statute and Regulations 


The basic provision of the “new drug” section of the Act, as previ- 
ously indicated, is that “no person shall introduce or deliver for intro- 
duction into interstate commerce ** any new drug, unless an application 


™*Report of the Secretary of Agriculture on Deaths Due to Elixir Sulfanilamide- 
Massengill,’’ submitted in response to resolutions of both houses of Congress and pub- 
lished as Senate Document No. 124, 75th Congress, 2d session (1937); Dunn, Federal 
Food, Drug, and Cosmetic Act (1938), p. 1316 et seq., The facts stated in the preceding 
paragraph are taken from this report. See Notices of Judgment under the Food and 
Drugs Act, Nos. 29751, 29752, 30776 (1939), for legal action taken against ‘Elixir Sulfa- 
nilamide’’ and its manufacturer. 

® Dunn, Federal Food, Drug, and Cosmetic Act (1938), p. 1018. 

® Dunn, Federal Food, Drug, and Cosmetic Act (1938), p. 1027. 

” Dunn, Federal Food, Drug, and Cosmetic Act (1938), p. 1020. 

116 Law and Contemporary Problems 20 (1939); Dunn, Federal Food, Drug, and 
Cosmetic Act (1938), p. 1030, 

2 Several state laws have corresponding sections governing the introduction of ‘‘new 
drugs”’ into intrastate commerce. These statutes usually provide for the filing of ‘‘new 
drug’ applications with a designated state authority, with the proviso that the filing of 
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filed pursuant to sub-section (b) is effective with respect to such drug.”’ ** 
The introduction or delivery for introduction into interstate commerce 
of any article in violation of this section is made a ‘prohibited act” by 
Section 301(d).% Any person who violates Section 301(d) is guilty 
of a misdemeanor and is subject to imprisonment or fine, or both.” 
Articles introduced in commerce in violation of the section may be 
seized and condemned,” and injunction proceedings may be brought to 
restrain violations."* 


These provisions are supplemented by a definition of “new drug,” ** 
hereinafter discussed, and by provisions regarding the filing and disposi- 
tion of “new drug” applications,’® the service of orders, *° appeals,” 
and directing the promulgation of regulations for the exemption of drugs 
intended for investigational use.** The Administrator * is given author- 
ity to promulgate regulations for the efficient enforcement of the Act.* 





such an application is unnecessary if a federal ‘‘new drug” application is effective with 
respect to the drug. E. g., New York Education Law, sec. 1360. One state (Nevada) 
requires outright that a federal application be secured before making an intrastate sale 
or delivery. Nevada Food, Drug, and Cosmetic Act, sec. 10, New York City has its own 
“new drug’’ law, prohibiting sale or delivery of ‘‘new drugs’’ unless an application is 
effective under Federal law or New York state law. New York City Sanitary Code, art. 8, 
sec. 119. 

13 Sec. 505(a); Title 21, U. S. C., sec. 355(a). 

% Title 21, U. S. C., sec, 331(d). 

% Sec. 303; Title 21, U. S. C., sec. 333. 

16 Sec. 304; Title 21, U. S. C., sec. 334. 

% Sec. 302; Title 21, U. S. C., sec. 332. 

48 Sec, 201(p); Title 21, U. S. C., sec. 321(p). 

” Secs. 505(b), (c), (da), (e), (f); Title 21, U. S. C., secs. 355(b), (c), (da), (e), (D. 

2% Sec. 505(g); Title 21, U. S. C., sec. 355(g). 

*1 Sec. 505(h); Title 21, U. S. C., sec. 355(h). 

2 Sec. 505(1); Title 21, U. S. C., sec. 355(1). 

3 As originally enacted, the Act provided that the authority to promulgate regula- 
tions for its enforcement was vested in the Secretary of Agriculture. Sec. 701(a); 
Title 21, U. S. C., sec. 371(a). The functions of the Secretary of Agriculture under 
the Act, however, were transferred to the Federal Security Administrator, effective June 
30, 1940, by provision of Public Resolution 75, 76th Congress, approved June 4, 1940. 
The transfer was made pursuant to plan submitted to Congress in accordance with the 
Reorganization Act of 1939. ‘‘Administrator’’ is therefore substituted for ‘‘Secretary”’ 
in quoting from the Act. 

% Sec. 701; Title 21, U. S. C., sec. 371. The first regulations promulgated under 
Sections 201(p) and 505 were issued on July 22, 1938, within a month after the effective 
date of these sections. Because enforcement operations were deemed to require that 
these regulations be made effective at the earliest possible date, their issuance was not 
delayed for the holding of hearings, but they were accompanied with an invitation for 
suggestions for a revision to be issued after public hearings ‘‘notwithstanding the fact 
that the statute does not specifically require such hearings.’’ Dunn, Federal Food, Drug, 
and Cosmetic Act (1938), p. 1331. On December 22, 1938, complete regulations under the 
Act were issued, including revised and expanded regulations pertaining to the ‘‘new 
drug’”*® section. These contained specific directions for the filing of, and the type of 
information required to be included in, ‘“‘new drug’’ applications. The regulations were 
further expanded by amendments issued April 10, 1941, and October 9, 1944. 
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Section 505(b) *° provides there must be included as a part of any 
“new drug” application, “(1) full reports of investigations which have 
been made to show whether or not such drug is safe for use; (2) a full 
list of the articles used as components of such drug; (3) a full state- 
ment of the composition of such drug; (4) a full description of the 
methods used in, and the facilities and controls used for, the manu- 
facture, processing, and packing of such drug; (5) such samples of 
such drug and of the articles used as components thereof as the Admin- 
istrator may require; and (6) specimens of the labeling proposed to be 
used for such drug.” 


Regulations promulgated under this section provide that an appli- 
cation which is incomplete because it does not contain this information, 
or which does not indicate the conditions under which the drug is to 
be used, shall not be accepted for filing. If the required information 
is not completely given, the Food and Drug Administration notifies 
the applicant of nonacceptance and specifies the reason therefor. Other- 
wise the date on which the application is received is considered ‘to be 
the filing date and the applicant is notified of such date. If the a, plica- 
tion is amended, the date of amendment becomes the filing date of the 
entire application; this is intended to prevent the filing of premature and 
incomplete applications.** If the applicant withdraws his application, 
it is considered as not having been filed. After an application has become 
effective, supplemental applications may be filed with respect to changed 
conditions of use, changed labeling, and the like.*’ 


Under Section 505(c),”* a “new drug” application automatically 
becomes effective on the 60th day after its filing, “unless prior to such 
day the Administrator by notice to the applicant in writing postpones 
the effective date of the application to such time (not more than 180 days 
after the filing thereof) as the Administrator deems necessary to enable 
him to study and investigate the application.” 


Under the regulations, if the Administrator determines before the 
prescribed date that he has no cause to issue an order refusing to permit 


% Title 21, U. S. C., sec. 355(b). 

* Annual Report, Food and Drug Administration, 1941, p. 20. 
7 21 CFR 2.110, 

% Title 21, U. S. C., sec, 355(c). 
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the application to become effective, the Food and Drug Administration 
notifies the applicant in writing and the application thereupon becomes 
effective.”® 


The Administrator is directed by Section 505(d) *° to issue an order 
refusing to permit the application to become effective if he finds, ‘after 
due notice to the applicant and giving him an opportunity for a hearing, 
that (1) the investigations, reports of which are required to be sub- 
mitted to the Administrator pursuant to subsection (b), do not include 
adequate tests by all methods reasonably applicable to show whether 
or not such drug is safe for use under the conditions prescribed, recom- 
mended, or suggested in the proposed labeling thereof; (2) the results 
of such tests show that such drug is unsafe for use under such condi- 
tions or do not show that such drug is safe for use under such condi- 
tions; (3) the methods used in, and the facilities and controls used for, 
the manufacture, processing, and packing of such drug are inadequate 
to preserve its identity, strength, quality and purity; or (4) upon the 
basis of the information submitted to him as part of the application, or 
upon the basis of any other information before him with respect to 
such drug, he has insufficient information to determine whether such 
drug is safe for use under such conditions.” 


The regulations under this section provide that the information 
contained in an application may be insufficient if it fails to include a 
statement showing whether the drug is to be exempt from the require- 
ment of Section 502(f) that its labeling bear adequate directions for 
use, and if it is to be so exempt if its label fails to incorporate by refer- 
ence adequate use information available to professional users.** 


Under Section 505(e) of the Act,*? the Administrator may, by 
order, suspend the effectiveness of an application if he finds, “(1) that 
clinical experience, tests by new methods, or tests by methods not deemed 
reasonably applicable when such application became effective show that 
such drug is unsafe for use under the conditions of use upon the basis 
of which the application became effective, or (2) that the application 
contains any untrue statement of a material fact." Due notice and 


* 21 CFR 2.110(b). 

* Title 21, U. S. C., sec. 355(d). 
21 CFR 2.112. 

® Title 21, U. S, C., sec. 355(e). 
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opportunity for hearing must be given to the applicant and the order 
of suspension must state the findings upon which it is based. 


The regulations provide that changes in conditions of use, com- 
ponents or composition of the drug, methods of manufacturing or con- 
trol, and labeling, from those stated in the application, are among the 
reasons why an application may be regarded as containing an untrue 
statement of a material fact.** 


An order refusing to permit an application to become effective 
must be revoked whenever the Administrator finds that the facts so 


require.** 


Orders issued under Section 505 must be served in person or by 
registered mail.*° 


Appeal from an order refusing to permit an application to become 
effective or suspending the effectiveness of the application may be taken 
by filing in the appropriate United States District Court within 60 days 
after the entry of the order a written petition praying that the order 
be set aside. Detailed provisions govern the prosecution and disposi- 
tion of such appeals. The findings of the Administrator as to the facts, 
if supported by substantial evidence, are conclusive, but additional evi- 
dence may be presented in certain circumstances. The taking of an 
appeal, unless specifically ordered by the court to the contrary, does 
not operate as a stay of the Administrator's order.*® 


The Administrator is required by Section 505(i) *’ to promulgate 
regulations for exempting from the operation of the ‘new drug” sec- 
tion, “drugs intended solely for investigational use by experts qualified 
by scientific training and experience to investigate the safety of drugs.” 


The regulations adopted pursuant to this requirement provide for 
such exemption if (1) the label of the drug bears the statement “Caution: 
New drug—Limited by Federal law to investigational use; (2) the 
drug is delivered only to and solely for investigational use by or under 
the direction of an expert qualified by scientific training and experience 
to investigate the safety of the drug; (3) the person delivering the drug 


33 21 CFR 2.113. 

* Sec. 505(f); Title 21, U. S. C., sec. 355(f). 
% Sec. 505(g); Title 21, U. S. C., sec. 355(g). 
% Sec. 505(h); Title 21, U. S. C., sec. 355(h). 
% Title 21, U. S. C., sec. 355(1). 
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keeps complete records of deliveries; (4) such person obtains, prior 
to delivery, and keeps a signed statement from the expert to the effect 
that he has adequate facilities for the investigation and that the drug 
will be used solely by him or under his direction for the investigation, 
unless and until a “new drug” application becomes effective with respect 
to it; and (5) these documents are made available to the enforcing 
agency for a period of three years. The exemption becomes void or 
expires if these conditions are violated.** 


Section 301 (1) ** prohibits “the using, on the labeling of any drug 
or in any advertising relating to such drug, of any representation or 
suggestion that an application with respect to such drug is effective 
under Section 505, or that such drug complies with the provisions of 
such section.” 


Also prohibited is the using by any person to his own advantage, 
or revealing, other than to authorized officers or employees of the 
enforcing agency, or to the courts when relevant in any judicial pro- 
ceeding under the Act, of any information acquired under authority of 
the “new drug” section, concerning any method or process which as 
a trade secret is entitled to protection.*® 


Ill 


Interpretation and Application 


The first question which arises in the interpretation and applica- 
tion of the statute is, naturally, whether a given drug is or is not a 
“new drug.” 


The term “new drug” is defined “’ as follows: 


“(1) Any drug the composition of which is such that such drug is not generally 
recognized, among experts qualified by scientific training and experience to evaluate 
the safety of drugs, as safe for use under the conditions prescribed, recommended, or 
suggested in the labeling thereof, except that such a drug not so recognized shall not 
be deemed to be a “new drug” if at any time prior to the enactment of this Act it was 
subject to the Food and Drugs Act of June 30, 1906, as amended, and if at such 
time its labeling contained the same representations concerning the conditions of its 
use; or 

% 21 CFR 2.111. 
® Title 21, U. S. C., sec. 331(1). 


“ Sec, 301(j); Title 21, U. S. C., sec. 331(J). 
" Sec. 201(p); Title 21, U. S. C., sec. 321(p). 
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“(2) Any drug the composition of which is such that such drug, as a result of 
investigations to determine its safety for use under such conditions, has become so 
recognized, but which has not, otherwise than in such investigations, been used to 
a material extent or for a material time under such conditions.” 


This definition is amplified in the regulation promulgated there- 
under,** as follows: 
“Newness of a drug may arise by reason (among other reasons) of — 


“(1) the newness for drug use of any substance which composes such drug, in 
whole or in part, whether it be an active substance or a menstruum, excipient, carrier, 
coating, or other component; 

“(2) the newness for drug use of a combination of two or more substances, 
none of which is a new drug; 

“(3) the newness for drug use of the proportion of a substance in a combina- 
tion, even though such combination containing such substance in other proportion 
is not a new drug; 

“(4) the newness of use of such drug in diagnosing, curing, mitigating, treating, 
or preventing a disease, or to affect a structure or function of the body, even though 
such drug is not a new drug when used in another disease or to affect another structure 
or function of the body; or 


“(5) the newness of a dosage, or method or duration of administration or 
application, or other condition of use prescribed, recommended, or suggested in the 
labeling of such drug, even though such drug when used in other dosage, or other 
method or duration of administration or application, or different condition, is not a 
new drug.” 


It is obvious from these definitions that newness is a question of 
fact to be determined in each individual case, and may depend not 
only on the newness of the drug itself or of the combination in which 
it is used, but also on the newness of the use to which it is put and the 
newness of its dosage or other conditions of administration. The fact 
that a drug is listed in an official compendium does not necessarily mean 
that it is not a “new drug.” “ 


At one time Food and Drug Administration officials indicated that 
they believed new drugs would remain new, for the purposes of the 
statute, almost forever, but it now seems clearly to be recognized that 
“new drugs” can become “old drugs” when they have become generally 
recognized, other than in investigations conducted for that purpose, as 
being safe for use.** 


@ 21 CFR 2.108. 
*8 Food and Drug Administration Trade Correspondence 78. 
“ See Toulmin, Law of Food, Drugs and Cosmetics (1942), p. 475. 


“New Drug” Section 





Assuming the newness of the drug, is a single effective application 
sufficient to permit its introduction into interstate commerce, or must 
each individual manufacturer of the drug make application? The statute 
provides that ‘“‘no person shall introduce or deliver for introduction 
into interstate commerce any new drug, unless an application filed pur- 
suant to subsection (b) is effective with respect to such drug.”’ ** (Italics 
added.) It may be argued that this language indicates an intention 
on the part of Congress to require only a single effective application 
for any new drug; the statute does not provide that no person shall 
introduce any new drug unless an application filed by such person is 
effective with respect to such drug. Having determined that a given 
drug is safe for use, there would seem to be no occasion for the Admin- 
istrator to make the same finding, with respect to the same drug, bearing 
the same labeling, merely because it is produced by another manufacturer. 


It may be argued, to the contrary, that since Section 505(b) of the 
Act “* requires that the application contain, among other things, “a full 
description of the methods used in, and the facilities and controls used 
for, the manufacture, processing, and packing” of the drug, and such 
methods may vary from manufacturer to manufacturer, Congress 
intended that a separate application should be filed by each manufacturer. 
This theory has been adopted by the Food and Drug Administration,“ 
and multiple applications are accepted for filing.** 


In the early administration of the Act, the Administrator followed 
a policy of accepting and considering any application filed with him, 
provided it contained the required information, even though the drug 
involved was not actually a ‘‘new drug.’’ Since there would be a natural 
tendency on the part of a manufacturer to “play safe,”’ and this attitude 
was encouraged by the Food and Drug Administration, many unneces- 
sary applications were filed.*® This policy was revised in 1942 to include 
the examination of each application to determine the accuracy of the 
applicant's classification of his product as a “new drug.’ © Applications 


* Sec. 505(a); Title 21, U. S. C., Sec. 355(a). 

“ Title 21, U, S. C., Sec. 355(b). 

“ Address by Dr. Theodore G. Klumpp (then Chief of Drug Division, Food and 
Drug Administration) before American Pharmaceutical Manufacturers Association at 
Swampscott, Mass., June 23, 1941. 

* FE. g., during the fiscal year 1944, 22 applications became effective with respect to 
penicillin sodium. Annual Report, Food and Drug Administration, 1944, p. 35. 

* Annual Report, Food and Drug Administration, 1941-42; 1942-43; pp. 46-47. 

% Annual Report, Food and Drug Administration, 1941-42; 1942-43, p. 46. 
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relating to drugs whose safety for use is well established are now 
refused, and in such cases the applicant is notified that no application 
is necessary.** Moreover, if the Administrator is furnished in advance 
with the quantitative formula, dosage, and usages of the product, he 
will express an opinion as to whether the filing of an application is 
necessary. 


In determining whether or not a new drug is safe for use, the 
Administrator takes into account all relevant circumstances, including 
the condition or conditions which the drug is intended to treat. A 
former chief of the Drug Division of the Food and Drug Administration 
broadly defined a drug as safe ‘““when the expected therapeutic gain 
justifies the risk entailed in using it.’ As an illustration, he said that 
arsphenamine is a safe drug for syphilis, even though it occasionally 
results in damage, but that its intravenous use would not be considered 
a safe treatment for dandruff. And he added that discovery of a newer 
and safer drug might some day cause arsphenamine to be regarded as 
unsafe for use in syphilis.** Thus while the “new drug” section is on 
its face concerned only with safety and not with the therapeutic efficacy 
of the drug, the regulations * provide that an application shall not be 
accepted for filing if it does not state the conditions under which the 
drug is to be used, and the Administrator does in practice consider 
efficacy, as an element in determining safety.™ 


Any drug which was subject to the Food and Drugs Act of 1906 * 
is not deemed to be a “new drug,” if no change has been made in the 
representations as to use contained in its labeling,®* and certain drugs, 
for which other methods of control are provided, have been removed 
from the application of Section 505 by regulation or by amendment of 
the Act. Thus, any drug licensed under the Virus, Serum, and Toxin 
Act of July 1, 1902,57 or the Virus, Serums, Toxins, Antitoxins and 


5t Letter from Assistant Commissioner of Food and Drugs, addressed to Commerce 
Clearing House, Inc., July 10, 1942. 

8 Address by Dr. Theodore Klumpp (then Chief of Drug Division, Food and Drug 
Administration) before American Pharmaceutical Manufacturers’ Association at Swamp- 
scott, Mass., June 23, 1941. 

5321 CFR 2.110. This requirement was added by amendment of the regulations on 
October 9, 1944, 

* 2 Stanford Med, Bull. 104 (1944). 

* U.S. C., 1934 ed., title 21, secs. 1-15. 

5% Sec. 201(p); Title 21, U. S. C., sec. 321(p). 

UU. S. C., 1934 ed., title 42, ch. 4, This chapter was repealed July 1, 1944, and is 
now covered by Title 42, U. S. C., sec. 267%. 
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Analogous Products Act of March 4, 1913,°* are not to be deemed 
subject to Section 505.°° 


Similarly, drugs composed wholly or partly of any kind of peni- 
cillin or any derivative thereof must be certified by the Food and Drug 
Administration as to identity and as to strength, quality and purity, 
under the amendment of July 6, 1945,°° and, since this amendment 
“prescribes for new penicillin drugs all the controls provided by Section 
505 for ‘new drugs,’ as well as additional controls,” ** such drugs are 
not to be deemed subject to any provision of Section 505.°* The primary 
reasons given for this special type of control were that penicillin is 
produced by a biological process and subject to the vagaries inherent 
in such processes, and that its potency is determined by biological 
assay, which itself must be carefully controlled and checked in order 
to insure its accuracy.“ It appears also that there was doubt as to 
whether penicillin, because its freedom from toxicity had become gen- 
erally recognized through its widespread use by the Army and Navy, 
could be considered a “new drug” at the time it became available for 
civilian use. 


The Administrator ‘‘recognized that control measures of this char- 


acter are essential only in such special cases as insulin and penicillin 
products,” ** and the Administrator is directed to promulgate regulations 
exempting any drug or class of drugs covered by the penicillin amend- 
ment from the requirement of certification when, in his judgment, such 
requirement is not necessary to insure safety or efficacy of use.® 


It is reported that a similar amendment may be proposed to pro- 
vide for certification of the new antibiotic, streptomycin, since the same 
conditions as to biological methods of manufacture and control obtain 
with respect to this drug. It has been pointed out, however, that the 
situation is not exactly comparable, in that streptomycin appears clearly 
to be a ‘‘new drug.”” In the meantime, at least one “new drug” applica- 


3 U.S. C., 1934 ed., title 21, ch, 5. 

%® 21 CFR 2.109. 

® Section 507, Title 21, U. S. C., sec. 357, added by Section 3, Public Law No. 139, 
79th Congress (1945) par. 4075.15. 

« H. R. Report No. 702, 79th Corigress, 1st Session, June 7, 1945. 

® Section 507(e), Title 21, U. S. C., sec. 357(e). 

* H. R, Report No. 702, 79th Congress, ist Session, June 7, 1945. 

* Letter of Watson B. Miller, Acting Administrator, included in H. R, Report No. 
702, 79th Congress, ist Session, June 7, 1945. 

* Sec. 507(c); Title 21, U. S. C., Sec. 357(c). 
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tion has become effective with respect to this drug, and it is currently 
reported that the Food and Drug Administration will exhaust the possi- 
bility of control afforded by the “new drug” section before recommending 
certification legislation. An interesting question is presented by the sug- 
gestion that the Administrator is empowered to achieve a comparable 
control by requiring, as a condition to permitting a “new drug” applica- 
tion to become effective, submission of samples from each batch of the 
drug produced. 


A related amendment is the insulin certification amendment of 
December 22, 1941.** Insulin, an old drug, had been standardized and 
controlled by the owner of the patent. With the expiration of the patent, 
it was felt that this control should be continued by the government, and 
the certification amendment was accordingly passed. “New drugs’ con- 
taining insulin, being subject to this amendment, are apparently not 
subject to Section 505, except as to shipment for experimental use under 
Section 505 (i). 


The exemption afforded to drugs intended for export relates to 
the adulteration and misbranding sections of the Act only.® It follows 
that a “new drug” cannot be exported unless it is the subject of an 
effective application or, if intended for investigational use, it is delivered 
against the foreign investigator's signed statement and in accordance 
with the other requirements of Section 505(i). 


It is clear also that imported drugs are subject to the “new drug” 
section, and the Secretary of the Treasury is specifically directed to 
refuse admission to any article in violation of Section 505. 


No cases involving the “new drug” section appear to have reached 
the law reports. The section has figured in unreported litigation, however. 
At least one applicant has appealed to the courts, unsuccessfully, from 
an order refusing to permit his application to become effective.”° The 
“new drug” section has also been used by the government in criminal 
prosecutions, charging failure to file “new drug” applications before 





* Sec. 506; Title 21, U. S. C., Sec. 356; added by Sec. 3, Public Law No. 366, 77th 
Congress (1941). 

* See H. R. Report No. 702, 79th Congress, June 7, 1945. 

* Sec, 801(d); Title 21, U. S. C., Sec. 381(d). 

® Section 801(a); Title 21, U. S. C., sec. 381(a). 

” Annual Report, Food and Drug Administration, 1944, p. 35. 
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marketing new products,” and the falsification of a “new drug” applica- 
tion,"? as well as in seizure actions," ani injunction proceedings.” 


The Annual Reports of the Food and Drug Administration indicate 
that, from the date of enactment of the “new drug” section on June 
25, 1938, to the end of the fiscal year (June 30) 1945, 5764 applications 
were received. Of these 3886 were permitted to become effective and 
8 orders were issued refusing to permit applications to become effective. 
The balance represents applications which did not require handling 
because the drugs were not actually ‘“‘new’’, applications withdrawn, and 
applications still under consideration.”® 


The fact that only eight orders have been issued refusing to permit 
applications to become effective is undoubtedly the result of the encour- 
agement given to the withdrawal of doubtful applications by the regula- 
tion *® which provides that if the applicant withdraws his application 
it shall be considered as not having been filed.” 


"U, 8. v, Akerite Chemical Works, Inc., Notices of Judgment under the Federal 
Food, Drug and Cosmetic Act, No, 1153 (1945); Annual Report, Food and Drug Admin- 
istration, 1945, p. 50, 

® Annual Report, Food and Drug Administration, 1941-42; 1942-43, p. 47. 

™ Annual Report, Food and Drug Administration, 1941-42; 1942-43, p. 47; Annual 
Report, Food and Drug Administration, 1945, p. 50. 

* Annual Report, Food and Drug Administration, 1944, p. 35. 

™ The following statistics are compiled from the Annual Reports, Food, and Drug 
Administration, 1939-45: 





Orders Issued 
Applications Refusing to 
Applications Permitted Permit Appli- 
Fiscal Applications Requiring to Become cations to Be- 
Year (a) Received Handling Effective come Effective 





1938-39 ” 4,277 1,277(b) 683 
1939-40 _.. ae 1.475(b) 1,099 
1940-4) 1.376 1,376(b) 807 
1941-42 894 394(b) ) 

1942-43 289(c) 187 1,028(d) 
1943-44 . 240 183 137 
1944-45 . 213 174 132 


5,764 5,566 3,886 





(a) July 1-June 30. The 1938-39 Report covers the period June 25, 1938-June 30, 1939. 

(b) Prior to 1942, the applications of all preparations entered as ‘‘new drugs’’ were 
accepted and handled as such. See footnotes 40-43, supra. 

(c) This decrease was the result in part of the revision of policy referred to supra, 
footnotes 49-52, and in part the effect of the war on the development and marketing 
of new-drug products. Annual Report, Food and Drug Administration, 1941-42; 
1942-43, p. 47. 

(ad) The combined 1941-42; 1942-43 Annual Report of the Food and Drug Administration 
does not break this figure down for each year. 
% 21 CFR 2.110(b). 
™ See Annual Report, Food and Drug Administration, 1941, p. 20; Annual Report, 

Food and Drug Administration, 1941-42; 1942-43; p. 47. 
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While the volume of applications is impressive, the importance of 
the “new drug” section should perhaps be gauged by qualitative rather 
than quantitative standards. As stated in the most recent report of 
the Food and Drug Administration, “many new synthetic chemicals 
have been developed for drug use and older substances not heretofore 
used in medicine have been found to have profound pharmacological 
actions and worthwhile therapeutic uses. Applications for such prod- 
ucts are being submitted with greater frequency. The appraisal of the 
evidence relating to the safety of such drugs is becoming more com- 
plex and requires frequent consultations with experts in all fields of 
medicine. 


“With the rapid strides now being made in the development of new therapeutic 
agents, it has become increasingly evident that a more searching inquiry into the 
mode of action and extent of toxicity of new drugs must be made.” ™ 


“It is the belief of those in the Food and Drug Administration that the oper- 
ation of the new-drug section has been of material benefit not only to the general 
public but also to the physician. It has weeded out and kept from the channels of 
commerce dangerous drugs, but allowed the marketing under proper conditions of 
drugs which may be used safely. It has encouraged research and a more careful 
appraisal of the actions of drugs. It has enabled the toxic effects of worth-while 
remedies to be fully evaluated before general distribution takes place, and has allowed 
proper notice and warning to be given the consumer of the ways and means to use 
the drug with the minimum of toxicity and the maximum of efficacy. Questions of 
indications and dosage are usually more fully answered than if the new drug were 
rushed on the market after limited or inadequate study. The physician can use new 
drugs with more assurance, and if he follows the directions furnished by the manu- 
facturer and observes the cautions dictated by the recorded experience, he is less 
likely to experience adverse and harmful effects. Drugs will still be dangerous if 
abused, but those that are too dangerous under ordinary conditions will not find 
their way into the hands of the physician or the public.” ™ 


It is encouraging to note that officials of the Food and Drug Ad- 
ministration, who are in a peculiarly advantageous position to observe 
the development of new therapeutic agents, are able to record that ‘new 
drug” applications submitted to them represent, to an increasing degree, 
what they like to call “worthwhile additions to the therapeutic arma- 
mentarium.”’ *° [The End] 


* Annual Report, Food and Drug Administration, 1945, p. 50. An improved quality 
of ‘‘new drug’’ application is reported to have resulted from the following publications: 
Van Winkle, The Safety of New Drugs, 2 Stanford Med. Bull. 103 (1944); Van Winkle, 
Herwick, Calvery and Smith, Laboratory and Clinical Appraisal of New Drugs, 126 J. 
Am. Med. Assn. 958 (1944). 

* Van Winkle, The Safety of New Drugs, 2 Stanford Med. Bull. 103, 107 (1944). 

® Annual Report, Food and Drug Administration, 1941-42; 1942-43, p. 47; Annual 
Report, Food and Drug Administration, 1945, p. 50. 
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monly called the “Copeland” Act, was approved on June 25, 1938. 

Most of the provisions of this act, including Section 403(d), 
relating to the fill of containers, became effective one year later, almost 
exactly six and one-half years ago. Section 403(d) reads as follows: 


“A food shall be deemed to be misbranded: (d) if its container is so made, 
formed, or filled as to be misleading.” 


Prior to the enactment of this act there was no provision in the Federal 
Food and Drug laws prohibiting the economic frauds of slack filled 
or other deceptive containers or deceptive methods of filling containers. 

Almost immediately after the passage of the Food and Drug Act 
of 1906, commonly called the “Wiley’’ Act, the need to protect the 
public from this type of deception became apparent. In 1912 an inter- 
pretation of the 1906 Act was issued in a Food Inspection Decision ' 
to the effect that the package is not only a container but is also a definite 
index to the quantity of food contained therein and consequently the 
container should be as full of food as is feasible in packing and proc- 


‘i FEDERAL FOOD, DRUG, AND COSMETIC ACT, com- 


1 Food Inspection Decision 144 of Secretary of Agriculture James Wilson, dated May 
22, 1912, published May 27, 1912. 
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ackage Law 


Franklin M. Depew 


. it might be pointed out 
that an exact specification of 
what constituted a ‘misleading’ 
fill or container might become a 
straightjacket on industry which 
would retard the successful use 
of new methods of packaging. 
As long as the present law is 
fairly administered it would, 
therefore, seem to be preferable 
to industry over an exact specifi- 
cation.” The author is of coun- 
sel for Standard Brands, Inc. 


essing under ordinary conditions. However, a Solicitor ot the Depart- 
ment of Agriculture ruled? that despite the correctness of the theory 
that the container is a measure of the contents and a slack-filled package 
is a deceptive device, there was no authority in the Act of 1906 to 
correct the widespread conditions of deception which were known to 
exist. 


Mr. Walter G. Campbell, while Head of the Food and Drug 
Administration, testified at the Senate hearing on the “Copeland” Act ® 
that his Administration had since 1914 recommended enactment of a 
provision to forbid slack filling and the use of deceptive containers. 


The Administration cooperated in drawing up the original slack- 
fill amendment which was introduced in the House as H. R. 8954 on 


27I am unable to find any report of this opinion. I understand it was rendered by 
Judge Francis G. Caffey, now of the United States District Court for the Southern Dis- 
trict of New York, while he was Solicitor of the Department of Agriculture. As a result 
of this opinion the exemption from quantity declaration on labels of food products was 
reduced from two ounces to one-half ounce or less by the issuance of Food Inspection 
Decision 179 of April 26, 1919. 

* Testimony of Mr. Walter G. Campbell, Afternoon Session, March 3, 1934, Senate 
Hearings—Senate 2800—73rd Congress, reported in Dunn's Federal Food, Drug & Cosmetic 
Act, p. 1173. 
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September 2, 1919 by Congressman Haugen. This bill had a checkered 
career in the 66th to the 70th Congresses. Extensive committee hearings 
were held and the bill at various times passed the House or Senate. 
but agreement of the two Houses to make it law was never secured. 


Among those favoring the bill were members of the spice industry, 
specialty manufacturers and wholesale and retail grocers. Those in the 
spice industry had early recognized the need for protection against 
deceptive filling of containers. The nature of spices and the small-size 
containers in which they are sold made it particularly easy to impose 
upon the public and take unfair advantage of competitors by slack 
filling the package. Even though the net weight was shown on the 
package this was not informative to the consumer, as the ordinary house- 
wife, as well as most everyone else, does not know the specific gravity 
of the many and various spices. The housewife, it was found in most 
cases, was buying spices on the basis of the size of the package. The 
adoption of slack-filled packages by one spice manufacturer started a 
vicious circle which all were afraid would end up in the use of the 
oversize containers by all in order that competition might be equalized. 
To prevent such an outcome the leaders in this industry joined with 
the Food and Drug Administration in a drive to enact curative legisla- 
tion. Other leaders in the Food and Drug field also saw that the then 
existing conditions needed to be remedied and joined in recommending 
this legislation. 


Section 403(d) then, for good or ill, is a result of the joint efforts 
of government and industry to correct what was universally agreed to 
be an unfair practice. I will now attempt to weigh the good against 
the bad effects resulting from the enactment of this section to determine 
whether or not it is sound law. 


The wording of this section was amended from time to time before 
it evolved in its final form in the law as set forth above. In its original 
form it provided that a product was misbranded “if its container is 
so made, formed, or filled as to mislead the purchaser.”” Later, this state- 
ment was revised to make the last clause read “as to be misleading in 
any particular,’ and was finally revised to omit the last three words. 
which omission would seem to be immaterial to the meaning of the clause. 
The history of the wording of the clause indicates that the section is 
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designed to protect the purchasing public against economic frauds. In 
fact, in a Senate report * the following statement was made: 

“This is intended to reach abuses which have arisen in the packaging of foods 

through the use of deceptively shaped, formed, or colored containers or through 
deceptive methods of packing. Packages only partly filled create a false impression 
as to the quantity of food which they contain despite the declaration of quantity 
of contents on the label.” 
In our consideration of this section we should, therefore, bear in mind 
that it was not enacted to protect the public health and that it need not 
be construed so strictly and comprehensively as would those sections 
of the act which were passed to protect the public health. 


At the outset it seems to me that the time should be, if it is not 
already, past for any feeling that the Food and Drug Administration 
and industry have in common a mutual distrust of each other. Their 
cooperation in working for the enactment of the present act is evi- 
dence to the contrary. Sound law and good administration should build 
faith and trust in each other as between industry and the govern- 
ment’s agencies. The fact that there have been thousands of seizures of 
deceptively filled packages in the six and one-half years during which 
this section has been in effect but only one case brought to trial seems 
to me to be evidence of the fairness of the Administration and its 
regard for the welfare of ail concerned, and of the constructive support 
of the industries themselves of the fundamental concept of the section. 


During this six and one-half year period the manufacturers of tooth 
paste and gelatin desserts worked with the Administration to solve 
their special packaging problems. The tubes used for tooth paste, shaving 
creams, and some other products have a clipped end, the width of which 
is slightly more than one and one-half times the diameter of the tube. 
Prior to the enactment of Section 403(d) cartons were used which 
were large enough to receive the clipped end at any angle. Subsequently 
a formula was worked out for the manufacture of reduced sizes of 
cartons which could be filled by new-type machinery which would throw 
the tube into the carton diagonally to accommodate the clipped end. 
Manufacturers of gelatin desserts had a special problem in connection 
with the keeping quality of their products, so they had packed them 
in protective specially treated paper which was of a bulky nature, in 

*Report in Senate No. 361 to accompany Senate 5—74th Congress—Ordered to be 


printed March 13 (calendar day March 26), 1935, reported in Dunn's Federal Food, Drug 
& Cosmetic Act, page 244. 
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order to extend their shelf life. After several discussions with officials 
of the Food and Drug Administration it was decided that the engineering 
problems confronting the manufacturers could be overcome by an im- 
proved packaging machine which could make a package which was as 
effective as the old one but was of a smaller size. Neither of these work- 
ing arrangements received the official approval of the Administration, 
for as was pointed out in a letter from Mr. Campbell * of August 20, 
1940: 


“We, of course, have no authority to approve any package, and I pointed out 
distinctly that the proposed gelatin dessert package of the satchel type under dis- 
cussion was not approved, that we could not undertake to say whether or not it 
would prove misleading inasmuch as the courts would have to decide that, and that 
those manufacturers who choose to adopt it would do so on their own responsibility.” 

Despite the natural reluctance of the Administration to approve 
these solutions, they have apparently proved to be sound working 
arrangements which have turned out satisfactorily for all concerned. 
They are further evidence of good administration of a law which would 
otherwisc be difficult of enforcement because the language of the section 
is so broad that there can easily be differences of opinion as to what 


is forbidden. 


This leads one to the question—Is the language of the section so 
broad as to make it unconstitutional and void as being so vague and 
indefinite as to be incapable of reasonable enforcement? As far as I 
have been able to ascertain, this question has been raised only once 
in the courts and in that case the unequivocal answer given was “No”. 
Judge Moscowitz of the United States District Court, Eastern District 
of New York, in an oral opinion * of May 2, 1944, in the case of Linited 
States v. 149 Gift Packages, more or less, etc., Misc. 827, stated: 

“It seems to me that this provision is specific and does not violate any constitu- 
tional rights of the claimant.” (Italics added.) 

In passing, it is interesting to note that the Court adopted an unusual 
practice in deciding the other issue which was presented for decision 
at the same time as the constitutional question. The claimant also con- 
tended that the libel against the goods was insufficient in that it did 

5 Trade Correspondence, TC-318, dated August 20, 1940. 

* United States of America v. 149 Gift Packages, more or less, labeled in part (Sticker 
on Cellophane-Wrapped Package) “Ingredients: Sugar, Corn Syrup, Flour, Malt, Nuts, 
Cocoanut and Creamery Butter, Condensed Milk, Shortening, Leavening, Cr. of Tart., 
Citric Acid, Nat. & Art. Flav., U. 8. Cert. Co. * * * Net 1 Wb. 2 oz.,” Robert L. Albert 


& Son, Inc., Claimant, United States District Court, Eastern District of New York, Misc. 
827, May 2, 1944. 
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not state ultimate facts but rather a conclusory allegation. The Court 
held a hearing to aid him in deciding whether the libel was sufficient 
and examined one of the packages which was introduced as Exhibit 1. 
It was after concluding this hearing that he handed down the decision 
cited above. He also said relative to the sufficiency of the libel: 

“I think the libel upon its face is complete and sets forth a prima facie cause 
of action; an examination of this Exhibit 1 indicates that a purchaser might be misled.” 

While this decision upholds the constitutionality of this section, 
this does not indicate, by any means, that this issue can be considered 
as conclusively settled. As the claimant pointed out in his argument on 
this question, the U. S. Supreme Court in the Cohen Grocery case‘ 
held that the use of the terms “unjust,” “unreasonable” and “excessive” 
in the Lever Act rendered it unenforceable because Congress did not 
fix an “ascertainable standard of guilt.” 


It can well be argued that the word “misleading” appearing in this 
section does not fix an ascertainable standard of guilt. If it is unlawful 
to punish actions when in the estimation of the court and jury they are 
“unjust” and “unreasonable”, why should it not be equally unlawful 
to punish actions when ‘misleading’? However, the tendency of the 
day seems to be to sustain broad grants of power even though adminis- 
tration may reveal gaps or inadequacies of one sort or another that 
may call for amendatory legislation. When Congress wants to give 
wide power of control over practices which it considers evil, it has 
used broad language, as witness, for instance, the Federal Trade Com- 
mission Act with its prohibitions against ‘‘unfair’’ methods of competition 
in commerce.® As the nature of business transactions becomes more and 
more complex the answer of Congress has been to deal with the chang- 
ing course of events w:‘h laws which deal in generalities and which leave 
ample scope for filling in details by way of the method of their enforce- 
ment. Such broad grants of power have been sustained in recent years 
on the ground that they are consistent with the broad terms of the 
Constitution as a continuing instrument of government. 

It is interesting to speculate whether the present trend of sustaining 
these broad grants of power will continue or whether the pendulum 
will start to swing back the other way. In connection with this particular 
problem it might be pointed out that an exact specification of what con- 


' United States v. L. Cohen Grocery Company, 255 U.S. 81. 
®* U.S. Code Annotated, Title 15, paragraph 45 (a)—page 333. 
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situted a “misleading” fill or container might become a straightjacket 
on industry which would retard the successful use of new methods of 
packaging. As long as the present law is fairly administered it would, 
therefore, seem to be preferable to industry over an exact specification. 


While, as heretofore outlined, the Food and Drug Administration 
to date has soundly administered this law, still it has naturally had to 
adopt a strict interpretation of the section in all of its formal pronounce- 
ments. For instance it has stated: ° 


“Definitely misleading containers can be readily recognized and discarded. In 
the case of less obviously misleading packages but where the manufacture has mis- 
giving about the honest appearance of the package, the prudent course is to discard 
it in favor of one of the many types of bottles or other packages about which there 
can be no question.” 

A member of the Administration in discussing deceptive packages *° 
enumerated what he considered to be the reasons for the occurrence of 
deceptive packages as follows: 

1. The desire to achieve artistic designs, or individuality of packages. 

2. Commercial difficulties in the manufacture of containers. 

3. Filling and packing difficulties. 

4. Designing packages to give them certain required characteristics. 

5.. Packaging economy factors, such as use of same size container to pack 
same weights of various commodities of different densities. 

6. The changing, with fluctuations in cost, of raw materials, of put-in weights 
without changing the size of the package, or retail price. 

7. Force of competition. 

8. Deliberate intention to mislead and defraud. 

It is interesting to note that this list, while not intended to be entirely 
complete, does not include 


“The use of the same size container to pack different weights of various flavors 
of the same commodity, all of which make up the same amount of finished product.” 


although possibly the statement under item 5 was intended tc cover 
this situation. 

It is this issue which has just been decided in the only case of 
which I know that has been tried under this section, Linited States v. 
738 cases, more or less, of Jiffy-Lou Vanilla Flavor Puddings, Safe- 
way Stores Incorporated, claimant, tried without jury the week of Decem- 
ber 4, 1945, at Phoenix, Arizona. The product involved was the familiar 
pudding mix which is packaged in small cartons of uniform size in 


* Food & Drug Administration Release of August 15, 1939. 

% Speech of Mr. W. R. M. Wharton, Chief of Eastern District, Food & Drug Admin- 
istration, before the American Management Association, Hotel Astor, New York, March 
27, 1940, appearing in Marketing Series Number 38 entitled ‘“‘Planning the Package.”’ 
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various flavors, with flavoring material having varying densities. As a 
result, the packages containing flavors which have the lesser weights 
are not as full as are the others. All flavors, however, make up the same 
amount of finished product, namely, one pint. The claimant contended 
that under such circumstances the packages could not be misleading 
because the puddings were bought for the purpose of making the known 
amount of finished pudding and the weight of the dry product would 
be immaterial. 


I understand the Court in the course of the trial indicated that no 
misrepresentation was proved and that the case would be decided on the 
basis of whether or not the packages, although not misrepresentative, 
constituted ‘‘misleading packages” under the law and facts. 


I have just been advised that the Court entered an order on January 
18, 1946 dismissing the libel in this case. No opinion was rendered by 
the Court and Safeway’s attorneys have not as yet had an opportunity 
to discuss the matter with the Court for the purpose of submitting find- 
ings of fact and conclusions of law. The conclusion of this case in favor 
of the claimant should serve as a helpful guide to the Administration 
in carrying out the mandate of this section. 


While the question whether or not a package is misleading would 
appear to be one of fact in each case, still a decision as to whether or 


not a particular package is misleading in fact should be a helpful guide 
for reference in connection with deciding whether other packages are 
deceptive or not. 


There would not appear to be much room for argument but that it 
is a question of fact whether or not a particular package is deceptive. Dr. 
P. B. Dunbar, Commissioner of Food and Drugs, in an interpretive letter 
of March 21, 1945, addressed to Mr. Charles Wesley Dunn (as Counsel 
for the Grocery Manufacturers of America), stated as follows: 


“It is a question of fact whether or not any particular package is deceptive. 
There has been no Court interpretation of this provision of the law.” 


However, there is a dictum to the effect that such issue is one of fact in 
the only reported decision under this section which I have been able to 
find. This decision was a preliminary one in the same case of Linited 
States v. 149 Gift Packages, previously referred to, and was rendered 
by Judge Byers on December 11, 1943," prior to the decision of Judge 


" United States of America v. 149 Gift Packages, etc., 52 F. Supp. 993. 
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Moscowitz previously discussed. The decision of Judge Byers was to 
the effect that the conventional method of testing the legal sufficiency 
of allegations in a libel for misbranding is by filing exceptions thereto 
and not by seeking a declaratory judgment. In the course of his deci- 
sion, however, he stated: 


“The theory of the statute is obviously that the seized articles of food have 
themselves violated the law and this is an issue of fact.” 


In addition, Judge Moscowitz’s opinion ** holds that the question as to 
whether or not the packages were misleading was one to be passed 
upon by the trial court, or in other words, that this was an issue of fact 
rather than one of law. From the foregoing it would appear that the 
Administration and the courts are in agreement to date to the effect that 
the question of deception is one of fact in each particular case. 


In addition to the need for guidance on the pudding package issue, it 
seems to me that the Administration needs guidance in its interpretation 
of the law with reference to fancy specialty packages. In the case of 
some commodities, such as cosmetics, the container is frequently more 
important to the purchaser than the ingredients. If such is the case 
it seems fuolish for one to consider the package misleading. However, 
to date the Administration has been without guidance on this point 
and has naturally interpreted the section strictly against such packages. 
This, I believe, has been: the proper course for it to pursue pending 
instructions from the courts, particularly as its activities have shown 
that there was room for improvement in many instances where the manu- 
facturer had thought he could not reduce the size of his package. How- 
ever, if a manufacturer has valid reasons for not filling a package entirely 
full and can show the absence of harmful intent, I think that his explana- 
tion should be very carefully weighed in reaching a decision as to whether 
the package is ‘misleading’ as a matter of fact. The interests of the 
manufacturer in such cases should not be entirely submerged in an 
attempt to protect the consumer against what may frequently prove 
to be imaginary dangers. A few salutary decisions holding as a fact 
that containers so made and so intended are not misleading will go far 
toward confining the enforcement of this section against packages which 
are created with a deliberate intention to mislead and defraud or which 
are definitely misleading no matter what the intent may have been. 


2 See footnote 6 on page 90. 
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Unless such decisions are rendered, the only recourse of those whose 
packages may be subject to official criticism at this time would seem 
to be to state the full facts on the label. Such practice, if adopted, would 
then be in accord with the statement of Dr. Royal S. Copeland in a debate 
in the Senate * on this point as follows: 

“There is not anything in the bill which prohibits honesty in commercial practice. 
If a man chooses to put a quart of oatmeal in a barrel and then sell it, if there is 


a label on there which shows that the package is slack filled and that it contains only 
a quart of oatmeal, he may do that.” 


But a solution of the differences between industry and the Administration 
based on the foregoing interpretation would not, in my opinion, be a 
satisfactory one at all. I doubt that this law outlaws all slack-filled 
containers. Rather, I believe, it bans only those which are actually or 
potentially misleading to the purchasing public. 

In conclusion it seems to me that the constructive purpose of Sec- 
tion 403(d) requires a constructive approach to its interpretation. Its 
purpose does not require or justify an arbitrary or unreasonable admin- 
istration. While the Food and Drug Administration has interpreted 
this section in a strict manner I think that basically its approach to 
the problem has been constructive. All that has occurred to date would 
seem to indicate that the constructive interpretation of the section will 
be continued, both by the Administration and by the courts. If the courts 
confine the administration of this law to containers which are actually 
or potentially misleading, as distinguished from those which are not 
intended to defraud, and if as to be expected the Administration is 
guided by such rulings, then I think we will find that this law as so 
interpreted is a sound law which is fully effective to safeguard the eco- 
nomic welfare of the consuming public and is also acceptable to industry. 


[The End] 


“Slack filling continued in 1945 as a result 
of substitute containers, carelessness, inexperi- 
enced help, and at times because of deliberate 
attempts to make illegal profits in the face of 
rationing and price ceiling regulations. Short- 
measure violations could be attributed in some 
cases to carelessness, but often they were delib- 
erate.""—Annual Report of the Federal Security 
Agency, 1945, page 37. 


% Debate in Senate, April 1, 1935, on Senate 5—74th Congress, reported in Dunn’s 
Federal Food, Drug & Cosmetic Act, page 309. 
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Food Products Liability Law 


Bradshaw Mintener . . . Counsel for Pillsbury Mills, Inc. 


importance, with a deep sense of humility and thoroughly conscious 

of my own inadequacy. No one lawyer can, or perhaps should, even 
attempt to state authoritatively, accurately or completely the present 
state of the law relating to food products liability. 


J sevorsace THIS VAST SUBJECT, vast both in scope and in - 


I shall not attempt the impossible—to list or cover all of the cases 
relating to this field of law—but rather to furnish a summary hand- 


book or piece of reference material which may assist lawyers in the 
preparation and defense of food products liability cases. In short, 
I propose to attempt to bring up to date an outstanding piece of legal 
research in this field, to which I shall later refer. 


The hostilities which have been waged during World War II on 
the various far-flung battle fronts have apparently been accompanied 
by a partial cessation of hostilities on the food products liability front 
here at home. An examination of the reported cases reaching appellate 
courts in the United States shows that litigation involving food products 
liability claims and controversies have increased steadily during the past 
twenty-five years, but it also appears clear that this type of litigation 
has materially decreased during World War II. 


I have seen no comprehensive published review or appraisal of 
the effect, if any, of the economic conditions in the country generally 
and of the financial circumstances of individuals in particular, upon the 
quantity and seriousness of products liability litigation. It has been 
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“The trend in the law of foods 
and beverages has undoubtedly, 
during the past decade, been in 
the direction of absolute liability, 
particularly upon the manufac- 
turer of foods and beverages.” 


suggested that there may be a direct connection or relationship on 
the on> hand between general economic conditions and individual finan- 
cial circumstances, and on the other hand between claims for damages 
on account of injuries or illnesses resulting from alleged negligence or 
wrongful acts of manufacturers, sellers, and distributors of foods or 
beverages for human consumption. If this suggestion is correct, we 
should anticipate and be prepared for a substantial increase in the number 
and seriousness of food products liability claims and controversies after 
money becomes a little more scarce and the after effects of the lowering 
of high wartime wages and salaries have set in. 


Many of you are familiar with the Index of Food Products Lia- 
bility Claims which Mr. Charles Wesley Dunn of New York City 
established a number of years ago for the purpose of exchanging informa- 
tion between manufacturers of foods and beverages for human con- 
sumption. I strongly recommend that we as lawyers urge our principals 
to cooperate actively and wholeheartedly with Mr. Dunn in maintain- 
ing and increasing the value of this Index by reporting regularly and 
completely all types of claims and litigation with which our respective 
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companies may be concerned, so that thereby we shall be in a better 
position to present a united command and front to handle and defend 
these claims and controversies when they arise. 


It is clear from a reading of the litigated cases and other literature 
upon the subject that the law of liability in the field of foods and bev- 
erages has, during recent years, particularly the past fifteen years, 
undergone considerable development, both with respect to theories of 
liability and as to the degree and quantity of proof required. Most 
of the changes during this period of development have been in the 
direction of extending liability, and it has been suggested that 
“some of them represent sound improvements, others should not go 
unchallenged.” 


An outstanding piece of research in the field of food products 
liability and a very complete compilation of cases were contained in a 
published report made by Messrs. James M. Guiher of Clarksburg, 
West Virginia, and Stanley C. Morris of Charleston, West Virginia, 
as a round-table paper in the Casualty Insurance Law Section of the 
American Bar Association. This important paper was published by 
the American Bar Association in January, 1942.* 


Liability to the consumer has been imposed upon the manufacturer 
of foods and beverages on two different theories, the first being a tort 
action and the second an action sounding in contract. The cornerstone 
of the tort action was simple negligence in accordance with the rule 
enunciated in Winterbottom v. Wright, 10 M. & W. 109 (1842), which 
required privity between the manufacturer and the injured party. Dur- 
ing the intervening years this rule has been so emasculated by excep- 
tions to it that it may be said with confidence that the rule laid down 
in Winterbottom v. Wright has long since practically faded from the 
picture. The modern tendency of the courts in food cases is to impose 
liability on grounds of negligence without referring to the rule of Winter- 
bottom v. Wright or its exceptions: 


Coca-Cola Bottling Co. v. Munn, 99 F. (2d) 190; Albany Coca- 
Cola Bottling Co. v. Shiver, 63 Ga. App. 755, 12S. E. (2d) 114; Menaker 
v. Supplee-Wills-Jones Milk Co., 125 Pa. Super. 76, 189 A. 714; see 
also Restatement, Torts (1934) Par. 394-398. 


* By permission of the authors, this paper is reproduced at page 109 of this issue 
of the Food Drug Cosmetic Law Quarterly. 
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The reported cases reaching appellate courts in this country, during 
the recent war years, indicate that so far as food products liability 
litigation is concerned, the majority of cases has involved claims for 
damages on account of illness or injury arising out of the manufacture 
and sale of bottled beverages. 


The trend in the law of foods and beverages has undoubtedly, 
during the past decade, been in the direction of absolute liability, par- 
ticularly upon the manufacturer of foods and beverages. The stiffening 
of the theory of negligence gives some evidence of this movement but 
the change is more clearly shown by an increased and extended appli- 
cation of the implied warranty doctrine. Various arguments have been 
put forth in favor of and against a rule of absolute liability. However, 
most courts have thus far refrained from adopting the doctrine of abso- 
lute liability, and it would seem that one of the principal reasons against 
absolute liability is that the adoption of such a doctrine would increase 
the already large volume of litigation involving manufacturers and dis- 
tributors of foods and beverages who are harassed and compelled to 
expend considerable time and money in defending cases based upon 
spurious claims and cases without merit. 


In the case of Valerie v. Pullman Co., 218 Fed. 519, 521, Judge 
Augustus N. Hand summarized the reasons against a rule of absolute 
liability as follows: 


“My own feeling is that protection to the public lies not so much in extending , 
the absolute liability of individuals, as in regulating lines of business in which the 
public has a particular interest in such a way as reasonably to insure its safety. In 
other words, pure food laws, and rigorous inspection of meats, canning factories. 
and other sources of food supply, would seem to me a much more effective way of 
protecting the public than by the imposition of the liability of an insurer upon those 
who furnish food. The former method corrects the evil at its source. The latter 
method only imposes an obligation in cases which ex hypothesi cannot be guarded 
against by the individual by the exercise of due care . . .. I am inclined to think 
that the imposition of such an obligation would tend to lead in the long run to the 
prosecution of unfounded claims, rather than to the protection of individuals or 
the public.” 


The strict standard of care placed upon manufacturers and distrib- 
utors of foods and beverages in the United States today is probably 
due to the continually increasing dependence and reliance by the majority 
of our population for their foods and beverages upon manufacturers, 
commercial packers, and distributors, and especially because of the duties 
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imposed by the Federal Food, Drug and Cosmetic Act and the various 
state food and drug laws which have closely followed the federal law. 
It has been said, ‘Perhaps no other industry is called upon at the pres- 
ent time to defend such a large number of trumped up cases as the 
canning industry. Many of the cases are thrown out of court because 
of insufficient evidence, but when one is permitted to go to the jury. 
it usually results in a verdict for the plaintiff.”’ 


What then is the present state of the law as to food products 
liability? As was stated by Messrs. Guiher and Morris, supra, “A 
manufacturer, canner, packer, or processor, is presently held to be 
liable to a consumer for lack of care in the preparation or inspection 
of his product where such lack of care proximately results in injury to 
the consumer.” This is still true. 


For an incomplete list of recent cases, see: 

U.S.: Bolton v. Kroger Grocery and Baking Co., 123 Fed. (2d) 
526 (Ind.); Dobrenski v. Blatz Brewing Co., 41. Fed. Supp. 
291 (Mich. ); Dumbrow v. Ettinger, 44 Fed. Supp. 763 (N. Y.). 


Ala.: Opelika Coca-Cola Bottling Co. v. MacEachern, 7 So. (2d) 
570; Ballard & Ballard v. Jones, 21 So. (2d) 327, 246, Ala. 478. 


Ark.: Swift & Co. v. Mabry, 159 S. W. (2d) 61; Coca-Cola Bot- 
tling Co. v. Cromwell, 159 S. W. (2d) 744; Coca-Cola 
Bottling Co., etc. v. Mooney, 161 S. W. (2d) 753; Arkansas 
Baking Co. v. Aaron, 166 S. W. (2d) 14. 

D. C.: Washington Coca-Cola Bottling Works v. Kelly, 40 Atl. 
(2d) 85. 

Fla.: Blanton v. Cudahy Packing Co., 19 So. (2d) 313. 

Ga.: Watkins v. Dalton Coca-Cola Bottling Co., 19 S. E. (2d) 
316, 66 Ga. App. 848; appeal reported in 29 S. E. (2d) 281, 
70 Ga. App. 790; Albany Coca-Cola Bottling Co. v. Shiver, 
20 S. E. (2d) 181, 67 Ga. App. 359; Claxton Coca-Cola Bot- 
tling Co. v. Coleman, 22 S. E. (2d) 768; Dupee v. The Great 
A & P Tea Co., 24S. E. (2d) 858. 

Sullivan v. Coca-Cola Bottling Co. of Chicago, 40 N. E. (2d) 

579, 313 Ill. App. 517; Welter v. Bowman Dairy Co., 47 N. E. 
(2d) 739, 318 Ill. App. 305; Paolinelli v. Dainty Foods, Mfgrs., 
54 N. E. (2d) 759, 322 Ill. App. 586. 
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Ind.: Coca-Cola Bottling Works, etc. v. Williams, 37 N. E. 
(2d) 702. 

Ky.: Nehi Beverage Co. v. Hall, 174 S. W. (2d) 509, 295 Ky. 
353; Seale v. Coca-Cola Bottling Works of Lexington, 179 
S. W. (2d) 598, 297 Ky. 450. 

La.: Laborde v. Louisiana Coca-Cola Bottling Co., 15 So. (2d) 
389; White v. Coca-Cola Bottling Co., 16 So. (2d) 579; 
Rowton v. Ruston Bottling Co., 17 So. (2d) 851. 

Mass.: Johnson v. Stoddard, 37 N. E. (2d) 505, 310 Mass. 232. 

Minn.: Shindelus v. Sevcik, 1 N. W. (2d) 399; Cermak v. Sevcik, 
9N. W. (2d) 508. 

N. J.: Lewis v. LaRosa & Sons, 26 Atl. (2d) 879, 128 N. J. L. 474. 

N. Y.: Kelly v. Wegmans Food Markets, 31 N. Y. Supp. (2d) 
976, 262 App. Div. 687; Catalonello v. Cudahy Packing Co., 
34 N. Y. Supp. (2d) 37, 264 App. Div. 723; Singer v. Krasne, 
34 N. Y. Supp. (2d) 236; Hopkins v. Amtorg Trading Corpn.. 
38 N. Y. Supp. (2d) 788, 265 App. Div. 278; Massey v. 
Borden Co., 37 N. Y. Supp. (2d) 571, 265 App. Div. 839; 
Occhipinti v. Buscemi, 46 N. Y. Supp. (2d) 292, 267 App. 
Div. 874. 

N. C.: Walker v. Hickory Packing Co., 16 S. E. (2d) 668, 220 
N. C. 158; Caudle v. Bohannon Tobacco Co., 16 S. E. (2d) 
680, 220 N. C. 105; Smith v, Capitol Coca-Cola Bottling Co., 
19S. E. (2d) 626, 221 N. C. 202. 

Ohio: Leonardi v. Habermann Provision Co., 52 N. E. (2d) 85. 

Pa.: Henderson v. National Drug Co., 23 Atl. (2d) 743, 343 Pa. 
601; Bonenberger v. Pittsburgh Mercantile Co., 28 Atl. (2d) 
913, 345 Pa. 559; Smith v. Coca-Cola Bottling Co. of Pa., 
33 Atl. (2d) 488, 152 Pa. Super. 445; Taylor v. The Great 
A&P Tea Co., 48 D. & C. 687. 

S. C.: Caines v. Marion Coca-Cola Bottling Co., 17 S. E. (2d) 
315, 198 S. C. 204. 

Tenn.: Coca-Cola Bottling Works v. Sullivan, 158 S. W. (2d) 721. 

Texas: Rogers v. Coca-Cola Bottling Co., 156 S. W. (2d) 325. 


The tendency in most states seems to be in the direction of extend- 
ing the doctrine of res ipsa loquitur. Many courts are holding that 
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_ the proof of a foreign substance in food packages, not tampered with, 
makes out a prima facie case of the manufacturer's negligence and if 
not overcome by the manufacturer's evidence will sustain a verdict for 
injuries suffered by the consumer. 

See: 

Carpenter, ‘“The Doctrine of Res Ipsa Loquitur”, 1 University of 
Chicago Law Review, 519. 

Prosser, “The Procedural Effect of Res Ipsa Loquitur”, 20 Minne- 
sota Law Review, 241. 

Ala.: Ballard & Ballard v. Jones, supra. 

D. C.: Washington Coca-Cola Bottling Works v. Kelly, supra. 

Ga.: Claxton Coca-Cola Bottling Co. v. Coleman, supra. 

Ill.: Welter v. Bowman Dairy Co., supra; Paolinelli v. Dainty 
Foods Mfgrs., supra. 

Ky.: Seale v. Coca-Cola Bottling Works of Lexington, supra. 

La.: White v. Coca-Cola Bottling Co., supra. 

N.J.: Lewis v. LaRosa & Sons, supra. 

Pa.: Smith v. Coca-Cola Bottling Co. of Pa., supra. 


In line with the apparent tendency to enforce a stricter liability upon 
manufacturers and distributors of foods and beverages, in an increasing 
number of courts, liability is predicated upon the doctrine of implied 
warranty, although there are still a number of courts which refuse to 
apply this doctrine in cases of this kind. 


See: ; 

U.S.: Esbeco Distilling Corp. v. Owings Mills Distillery, 43 Fed. 
Supp. (2d) 380 (Md.); Dumbrow v. Ettinger, supra (N. Y.). 

Calif.: Madeiros v. Coca-Cola Bottling Co. of Turlock, 135 Pac. 
(2d) 676. 

Ind.: Coca-Cola Bottling Works v. Williams, supra. 

Mo.: Helms v. General Baking Co., 164 S. W. (2d) 150. 

N.H.: Smith v. Salem Bottling Co., 25 Atl. (2d) 125. 

Va.: Middelsboro Coca-Cola Bottling Works v. Campbell, 20S. E. 
(2d) 479, 179 Va. 693; Kroger Grocery and Baking Co. v. 
Dunn, 25 S. E. (2d) 254, 181 Va. 390. 
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Tex.: Decker & Sons v. Capps, 164 S. W. (2d) 828; Coca-Cola 
Bottling Co. v. Enas, 164 S. W. (2d) 855. 
Wash.: Geisness v. Scow Bay Packing Co., 134 Pac. (2d) 740. 


On the question of the liability of manufacturers of foods and bev- 
erages generally, see also 

Jeanblanc, “Manufacturers’ Liability to Persons Other Than Their 
Immediate Vendees,”’ 24 Virginia Law Review, 134, 153-155. 

“Civil Liability in the Manufacture and Sale of Foods and Bev- 
erages,” 92 University of Pennsylvania Law Review, 306. 

Feezer, “Tort Liability of Manufacturers,’ 19 Minnesota Law 
Review, 752. 

Prosser, “The Implied Warranty of Merchantable Quality,” 27 
Minnesota Law Review, 117. 

“Liability of Food Manufacturer to Ultimate Consumer,’ 40 Mich- 
igan Law Review, 928. 


The liability imposed upon retailers, restaurateurs and other non- 
manufacturing distributors of food has been materially extended by the 
courts in recent years. 
See note in 20 Minnesota Law Review, 527. 
92 University of Pennsylvania Law Review, supra. 
Brown, “The Liability of Retail Dealers for Defective Food Prod- 
ucts," 23 Minnesota Law Review, 585. 

Waite, “Retail Responsibility and Judicial Law Making,’ 34 Mich- 
igan Law Review, 494. 

“Liability of Bottler of Beverage for Injuries Resulting from Break- 
ing of Bottle,” 17 Southern California Law Review, 330. 

U.S.: Finck v. Albers Super Markets, 136 Fed. (2d) 191. 

Del.: Pappa v. Woolworth Co., 33 Atl. (2d) 310. 

Ill.: Sweany v. Walgreen Co., 55 N.E. (2d) 723, 323 Ill. App. 439. 

Md.: Vaccarino v. Cozzubo, 31 Atl. (2d) 316. 

N.J.: Panza v. Bickfords’ Inc. of New Jersey, 28 Atl. (2d) 188. 

129 N. J. L. 50. 
N.Y.: Frier v. Laube’s Old Spain, 39 N. Y. Supp. (2d) 794, 265 
App. Div. 402. 
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Ohio: Tipple v. High St. Hotel Co., 41 N. E. (2d) 879; Leonardi 
v. Habermann Provision Co., supra. 
Okla.: Safeway Stores v. Fuller, 118 Pac. (2d) 649. 


Several recent cases have held that a violation of a food and drug 
law may be negligence per se. 


N. Y.: Salzano v. First National Stores, 51 N. Y. Supp. (2d) 645, 
268 App. Div. 993. 

Ohio: Kurth v. Krumme, 56 N. E. (2d) 277, 143 Ohio St. 638. 

S.C.: McKenzie v. People’s Baking Co., 31 S. E. (2d) 154, 205 
S. C. 149. 


The following annotations should be carefully examined in con- 
sidering the question of food products liability law as applied to manu- 
facturers, packers, retailers, sellers, and other distributors of foods and 
beverages. 


“Presumption of Negligence from Foreign Substance in Food,” 
4A.L. R., 1559; 47 A. L. R., 148; 105 A. L. R., 1039. 

“Implied Warranty by Others Than Packer of Fitness of Food 
Sold in Sealed Cans,” 5 A. L. R., 248; 90 A. L. R., 1269; 142 
A. L. R., 1434. 

“Implied Covenant of Fitness by One Serving Food,” 5 A. L. R.. 
1115; 35 A. L. R., 921; 50 A. L. R. 231; 98 A. L. R., 687; 
104 A. L. R., 1033. 

“Liability of Manufacturer or Packer of Defective Article for 
Injury to Person or Property of Ultimate Consumer Who Pur- 
chased from a Middleman,” 17 A. L. R., 672; 39 A. L. R., 992: 
63 A. L. R., 340; 88 A. L. R., 527; 105 A. L. R., 1502; 111 
A. L. R., 1239; 140 A. L. R., 191; 142 A. L. R., 1490. 

‘Sellers’ advertisements as affecting rights of parties to sale of 
personal property, (including food),"’ 28 A. L. R., 991, 1007. 

“Statutory provisions relating to purity of food products as ap- 
plicable to foreign substances which get into product as result 
of accident or negligence and not by purpose or design,” 98 
A. L. R., 1496. 

“What constitutes ‘original, unbroken package’ within Federal Food 
and Drugs Act?” 113 A. L. R., 964. 
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““Joinder of manufacturer or packer and retailer or other middle- 
man as defendants in action for injury to person or damage 
to property of purchaser or consumer of defective article (in- 
cluding food),” 119 A. L. R., 1356. 

“Knowledge or actual negligence on part of seller which is not an 
element of criminal offense under penal statute relating to sale 
of unfit food or other commodity, as condition of civil action 
in tort in which violation of the Statute is relied upon as negli- 
gence per se or evidence of negligence,’ 128 A. L. R., 464. 

“Infected or tainted condition of milk or other food or contamination 
in water, and its causation of the sickness of the consumer, as 
inferable from such sickness,” 130 A. L. R., 616. 

“Implied Warranty of reasonable fitness of food for human con- 
sumption as breached by substance natural to the original 
product and not removed in processing,’ 143 A. L. R., 1421. 


See also 22 American Jurisprudence, 801, 878. 

“Provisions of Federal Food, Drug and Cosmetic Act, authorizing 
the establishment of definitions and standards of food’; 158 
A. L. R., 842. 

An analysis of some seventy odd cases decided between 1941 and 


the fall of 1945 reveals the following statistical information; 

Cases involving beverage and food bottling companies—62 

Cases involving explosions of bottles beverages—20 

Cases applying the doctrine of Implied Warranty—15 

Cases applying the doctrine of Res [psa Loquitur—11 

Cases allowing the trial to be predicated upon either the theory of 
Implied Warranty or Negligence—1 

Cases in which the court held that the mere proof of the presence of 
a foreign substance or object in a sealed package or bottle, untampered 
with, causing injury or illness, made a prima facie case of liability, shift- 
ing the burden of proof to the defendant—13. 

We have found it most helpful to have packaged products individ- 
ually code-marked in such a way that they can be traced to the plant 
at which, the individual by whom, and the date upon which they were 
manufactured or packed, or at least identified as to a batch or lot number. 
This also has an additional salutory effect upon the care used by the 
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manufacturer's employees, since a complained-of package can be traced 
to the very individual who actually packed or was responsible for the 
packing of such code-marked packages. 

We have also found that an immediate, thorough and aggressive 
investigation of the facts, and the securing, if possible, of a portion of the 
complained-of product together with the original package or the code 
marks therefrom, as soon as possible after hearing of a claim, materially 
helps our successful defense of these cases. 

Our experience has also demonstrated the value of a rigid policy 
of contesting and defending cases of this kind, rather than settling or 
compromising them, particularly where the claim involved is of a serious 
nature, on its face, and such settlement or compromise is likely to 
encourage other similar claims. 

The vast majority of these product liability cases are submitted 
to the jury. Our success, to date at least, in defending these cases with- 
out a jury verdict against us in trials from Connecticut to California, 
and from Minnesota to Georgia, has been primarily due to thorough 
investigation and preparation, and to the production at the trial of an 
overwhelming amount of evidence and testimony (1) showing absence 
of probable or actual liability and (2) throwing doubt upon or positively 
disproving the evidence and testimony of the plaintiff. 

Fraud should be effectively exposed, when possible, to the satis- 
faction of the court and jury, and no stone should be left unturned to 
prove as conclusively as possible that some act or event has intervened 
to break the chain of causation between the acts of the manufacturer 
or packer and the injuries or damages alleged to have been suffered 
or sustained. Too much emphasis cannot be laid upon the necessity and 
desirability of carefully and exhaustively preparing and developing avail- 
able facts to disprove liability in simple but convincing terms. 

To prove that a plaintiff's case is wholly without merit or grossly 
exaggerated should be the primary object of every lawyer defending 
these food and beverage cases. 

In other words, as our experience has conclusively shown, the place 
to win a food or beverage case is before the jury at the first trial. 


Conclusions 
There is a definite trend in the law of food products liability in the 
direction of absolute liability. 
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An ultimate consumer may bring an action against a negligent 
manufacturer or packer for injuries sustained from the use of unwhole- 
some food or beverages, although there is no contractual relationship 
between the parties. 


Where recovery has been sought against a manufacturer or pro- 
ducer of foods or beverages for injuries sustained by an ultimate con- 
sumer, by reason of some defect therein, the recent cases have had 
little occasion to dwell upon questions relating to privity of contract, 
particularly in negligence actions, and the cases indicate that the main 
questions relate to the sufficiency of the proof made in the individual 
case. In cases in which the plaintiff has not succeeded, the failure to 
establish liability of the manufacturer or producer of allegedly defective 
foods or beverages to the ultimate consumer has been due, usually, to 
some substantial lack of proof, or to the failure to show an unbroken 
causation between the result and the alleged cause. 


It is most important that all manufacturers, packers and distributors 
of foods and beverages for human consumption cooperate with the United 
States Food and Drug Administration and with the various city and 
state food and drug authorities in their efforts to improve sanitation in 
food production, manufacture, transportation, storage and distribution. 


The gentlemen, both in Washington and in the field, who are admin- 
istering the Food, Drug and Cosmetic Act are eminently competent, 
fair, understanding and deeply conscious of the public trust placed upon 
them by their important and far reaching responsibilities. 


The Annual Reports of the United States Food and Drug Admin- 
istration show that an overwhelming percentage of seizures brought 
under the Federal Food, Drug and Cosmetic Act are based upon charges 
that the products seized were filthy or decomposed. The increasing 
importance which the courts are attaching to violations of federal and 
state food and drug laws is well illustrated by the severity of sentences 
and fines imposed upon persons, firms and corporations who are found 
to have violated these laws. There seems to be no question that the 
prevention of contamination of food and beverage products is very 
closely related to the interest continuously displayed by the responsible 
management of the individuals, firms and corporations involved. Too 
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much emphasis cannot be placed upon the importance of strict compliance 
by all concerned with the applicable provisions of the Federal Food; 
Drug and Cosmetic Act and of the various state and municipal laws and 


ordinances. 


I heartily endorse the suggestion that all lawyers in this field do 
whatever is possible to limit the liability to the ultimate consumer of 
foods and beverages to the manufacturer's negligence, thereby pre- 
venting a further extension of the present trend, which, if allowed to be 
extended, may well result in food and beverage manufacturers being 
held to. be insurers of their products used or consumed by the ultimate 


consumer. 


Too much emphasis cannot be placed upon the necessity and desir- 
ability of cooperation and the exchange of information between those 
of us who are interested in preventing, so far as possible, an increase in 
the number and seriousness of claims, and in the successful defense of 
law suits involving the manufacture, sale and distribution of foods and 


beverages. 
“United we stand, divided we fall.” [The End} 


. where food or beverage is prepared 
by the manufacturer and placed in sealed con- 
tainers and is such that it will lose its fitness for 
human consumption if opened any considerable 
length of time before being consumed, the manu- 
facturer knows that it is intended to be kept 
sealed until purchased for immediate consump- 
tion. In such cases, the weight of authority and 
the sounder reasoning is that the manufacturer 
impliedly warrants such articles to be fit for 
human consumption and free from poisonous or 
other deleterious or dangerous substances and 
that liability to the ultimate consumer who pur- 
chases from a retailer, may be based upon implied 
warranty.” Judge Riley of the Oklahoma Su- 
preme Court in Griffin and Ada Coca-Cola 
Bottling Company v. Eva Asbury (1945). 
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Handling Food Products 
Liability Cases 


James M. Guiher and Stanley C. Morris 


of the firm of Steptoe and Johnson 


This article was read at a round table discussion in the Casualty 
Insurance Law Section of the American Bar Association. It is reprinted, 
by permission of the authors 


volume of litigation.’ Alert to the problem presented by claims of 

this type, those subject to have them, have, in ever increasing num- 
ber, resorted to insurance as a means of cushioning the impact of these 
demands upon their various businesses.*, This type of coverage has 
become an important element of the business of many casualty com- 
panies. The active insurance practitioner of today should therefore 
be well-grounded both in the basic principles of products liability law 
and in the technique of handling this type of litigation. 


Pretame of i liability controversies are productive of a growing 


' Footnote 1 appears on page 110. 
* Footnote 2 appears on page 110. 
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The same principles run pretty generally through all products lia- 
bility law. The present discussion will be limited to the liability of 
(a) manufacturers, canners, packers and processors, (b) hotel oper- 
ators, restaurateurs and caterers, and (c) retailers of food products. The 
effort will be to appraise the trends of the decisions in this type of case 
and to consider means of dealing with them, chiefly from the viewpoint 
of defense counsel. 


Cases in this field are not particularly pleasant reading. They con- 
cern themselves with the alleged ingestion of fragmented glass, of 
deceased but not deodorized mice, and of long inanimate insects, in 
amazing variety. The plaintiffs recount symptoms which range from 


1 An endeavor to count the number of such cases reaching Appellate courts in the 
United States, as digested under the appropriate headings in the American Digest System, 
yields the following results: 

Century Digest (through 1896) 7 cases 

First Decennial Digest (through 1906)... — 

Second a“ ie: 1916) 31 

Third ” 7 " 1926) 53 

Fourth = ay ‘6 1936) ; 159 

American Digest (through 1940) - 188 
It is, of course, likely that other cases involving products liability questions reached 
Appellate courts, but, being decided mainly upon pleading or other collateral questions, 
are difficult to find in the digests. 

The American Canners’ Association lists such claims made against its members as 
follows: 

Claims Suits 

Asserted Filed 
1923 j . 151 5 
1936 ‘ 2025 352 
1937 1909 264 
1938 2 2189 260 
1939 . ‘ 2174 259 


It appears that no national organization keeps like records of claims made against 
the brewing or soft drink industries, against manufacturers, packers and processors, 
against hotel operators, restaurateurs and caterers, or against retailers or other food 
purveyors. , 


It is quite obvious that the total of food products claims alone asserted annually is 
enormous, that a considerable percentage of such claims are actually pressed to the point 
of litigation, and that the number both of claims asserted and of cases litigated hes 
increased greatly in recent years. 


2 It appears from the comprehensive and able paper read before this organization by 
Mr. Roscoe R. Koch at the 1937 meeting, Report, p. 99, that products liability coverage 
was first devised and put upon the market by American companies about 1921. In 1924, 
apparently the first year for which comprehensive figures can be assembled, losses in- 
curred by a group of stock casualty companies, comprising the principal companies in 
this country engaged in writing this type of business, amounted to $46,607.00, whereas in 
1938, the last year for which they are available, these figures (membership of the group 
not then being identical, but comparable) had risen to $1,144,078.00. 
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lacerated lips to ulcerated insides, and from biliousness to botulism. 
Recoveries are not usually large. This type of litigation is, however, 
usually given considerable publicity by newspapers. The result is that 
even modest recoveries are sufficient to bestir others having real or 
simulated claims to go and do likewise. 


Tort Liability 


At common law, liability may be maintained upon the sort of claim 
we have chosen for our study against the types of defendant heretofore 
mentioned in tort (a) upon deceit, and (b) upon negligence. 


(a) Deceit. Theoretically, actions based upon fraud and deceit 
would seem to lie in many cases for alleged injuries occasioned by the 
ingestion of articles sold for food or drink but found, after partially 
consumed, to be contaminated with deleterious foreign substances. Not 
infrequently sales of food made by retailers or other food purveyors 
are accompanied by some statements or oral representations as to the 
quality of the articles sold. Again, in most cases, packaged foods fre- 
quently contain, upon the face of the packages, extensive statements 
commending the excellence of the contents. Manufacturers, packers and 
processors resort to advertising both by the press and by means of the 
radio to publicize the desirable qualities of their products. When, there- 
fore, a customer finds some deleterious substance in a product which 
he has purchased upon the strength of such express representations, he 
would seem, again theoretically, even though there be no express war- 
ranties involved, to have a case upon which to base an action for com- 
mon law fraud and deceit upon the strength of the statements made 
to him. 


In early days common law actions for deceit appear to have been 
rather commonly employed in many tort situations with a contract back- 
ground.* The difficulty encountered by the plaintiff in using this form 
of action, in states retaining enough of the common law principles oi 


* Blackstone says: ‘In contracts for provisions it is always implied that they are 
wholesome; and if they be not, the same remedy (action for deceit) may be had." 
3 Blackstone Commentaries, 165. The learned author gives no authority for this state- 
ment. It apparently led some American courts to believe that there was at common 
law an exception to the rule of caveat emptor, insofar as the sale of provisions is con- 
cerned. Blackstone's statement is apparently of doubtful correctness. It is criticized in 
a leading recent text, Melick, “The Sale of Food and Drink,” pages 11, 13, 14. It is 
believed that at the time Blackstone wrote, the law did not actually imply a representa- 
tion of wholesomeness in food sales. 
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procedure to affect the situation, is that, historically, scienter must be 
proven. It is apparent that it would be difficult, in the usual food prod- 
ucts case, to prove on the part of the manufacturer, processor or pur- 
veyor of the allegedly unwholesome food, any actual knowledge of the 
alleged unwholesomeness of a particular item or unit. Many states have, 
however, expressly relaxed the rule requiring proof of scienter and others 
have found so many exceptions to it, that it was long ago noted that it 
is perhaps inaccurate to say that there is any longer a rule requiring 
proof of scienter in such matters.‘ Be that as it may, however, uncer- 
tainty whether oral statements made by food sellers or statements appear- 
ing upon food packages can be shown in a given case to be false and 
false to the knowledge of the makers of the statement, and, perhaps, 
other considerations have led to the non-use of this type of action in 
food products cases.° 


Defense counsel may, therefore, assume that the usual food prod- 
ucts case will be brought not in fraud and deceit but upon one of the 
other available theories of recovery. 


(b) Negligence. Numerous food products cases sound in tort for 
negligence. In fact, negligence has almost entirely displaced deceit as 
the basis for tort actions in the food products liability field.° The very 
difficulty of plaintiff's proving scienter in deceit exemplifies the strength 
of the negligence theory, for in a negligence case plaintiff's theory is not 
that the defendant is guilty of deliberate wrong, but a wrong of care- 
lessness or stupidity. 


A recognized authority on the history of the common law points 
out that it was very early held in England “‘that persons like taverners, 
vintners or butchers whose business it was to sell food were liable * * * 
if they sold unwholesome food whether or not they made representa- 
tions as to the quality of the foods.’"* As applied to a manufacturer, 
packer or processor, the perception did not occur until later. It was 
not until this century that the duty of the manufacturer was finally 
defined. There was generally adopted at first the theory, based upon 

* Woodruff v. Garner, 27 Ind. 4, 89 Am. Dec. 477, 

5A recent textwriter says: ‘‘With the development of the modern actions for negli- 
gence and breach of implied warranty in the sale of food and drink, there has come a 
gradual passing of the tort action for deceit, until today it is seldom if ever resorted to 
as a remedy by an injured consumer. Melick, supra, pp. 18, 19n. 


* Melick, supra, 19n, 
' 3 Holdsworth, supra, 386. 
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an uncritical acceptance of certain dicta in the case of Winterbottom v. 
Wright,® that a manufacturer could not be liable in negligence cases 
to third persons with whom he was not in contractual relations.* An 
exception to the Winterbottom v. Wright concept was early made in 
connection with the sale of drugs or other articles inherently dangerous 
to human life and health. In more recent years, however, the exception 
has been broadened and has finally swallowed up the rule of the dicta 
contained in Winterbottom v. Wright. 


It may therefore be stated that with minor, if any, exceptions, a 
manufacturer, canner, packer, or processor is presently held to be liable 
to a consumer for lack of care in the preparation or inspection of his 
product, where such lack of care proximately results in injury to the 
consumer.'® The like is also true as to food merchandisers of all types."' 


510 M. & W, (Eng.) 109, 11 L. J. Ex. 415. 
* Farl v. Lubbock, 1 K. B. (Eng.) 253; Birmingham Chero-Cola Bottling Co. v. Clark, 

205 Ala. 678, 89 So. 64; Nehi Bottling Co. v. Thomas, 236 Ky. 684, 33 S. W. 2d 701; 

Windram Mfg. Co. v. Boston Blacking Co., 239 Mass. 123. 131 N. E. 454; Tompkins v. 

Quaker Oats Co., 239 Mass. 147, 131 N. E. 456; Huset v. J. I. Case Threshing Co., 120 

Fed, 865. 

” Ala.—Birmingham Chero-Cola Bottling Co. v. Clark, supra ; Coca-Cola Bottling Co. v. 
Crook, 222 Ala. 369, 132 So. 898; Try-Me Beverage Co. v. Harris, 217 Ala. 302, 116 So. 
147; Whistle Bottling Co. v. Searson, 207 Ala. 387, 92 So. 657; Coca-Cola Bottling Co. 
v. Barksdale, 7 Ala. App. 606, 88 So. 36; 

Ariz.—Eisenbeiss v. Payne, 144 Ariz. 143, 25 p. 2d 162: 

Ark.—Drury v. Armour @ Co., 140 Ark. 371. 216 S. W. 40; Coca-Cola Bottling Co. of 
Southeast Arkansas v. Spurlin, 132 S. W. 2d 826 (Ark. 1939); Coca-Cola Bottling Co. 
v. McBride, 180 Ark. 193, 20 S. W. 2d 862; Coca-Cola Bottling Co. v. Bennett, 184 
Ark, 329, 42 S. W. 2d 213; Coca-Cola Bottling Co. v. Hill, 192 Ark. 154, 90 S. W. 2d 
210; Coca-Cola Bottling Co. v. Jenkins, 190 Ark. 930, 82 S. W. 2d 15; 

Cal.—Ex parte McNeal, 32 Cal. App. 2d—391, 89 p. 2d 1096; Klein v. Duchess Sandwich 
Co., 14 Cal. Rep. 2d—272, 93 p. 2d 799; 

Conn.—Bagre v. Daggett Chocolate Co., 126 Conn. 659, 13 A. 2d 757; 

D. C.—Saunders v. Goldstein, 30 F. Supp. 150; Fisher v. Washington Coca-Cola: Bottling 
Works, 66 App. D. C. 7: 

Ga.—Watson v. Augusta Brewing Co., 124 Ga. 121, 525 S. E. 152; Coleman v. Dublin 
Coca-Cola Bottling Co., 47 Ga. App. 369, 170 S. E. 549; Atlanta Coca-Cola Bottling Co. 
v. Holbrook, 40 Ga. App. 269, 149 S. E. 316; Bradfield v, Atlanta Coca-Cola Bottling 
Works, 24 Ga. App. 657, 101 S. E. 776; Atlanta Coca-Cola Bottling Co. v. Dean, 43 
Ga. App. 682, 160 S. E. 105; Atlanta Coca-Cola Bottling Co, v. Danneman, 25 Ga. App. 
43, 102 S. E. 542; 

Ill.—Salmon v. Libby, McNeill & Libby, 219 Ill. 241, 76 N. E. 573; Wiehardt v. King 
Packing Co., 264 Ill. App. 504; 

la.—Davis v, Van Camp Packing Co., 189 Ia. 775, 176 N. W. 382; Anderson v. Tyler, 223 
Ia. 1033, 274 N. W. 48; 

Kan.—Parks v. Yost Pie Co., 93 Kan. 334, 144 p. 202; 

Ky.—Liggett & Myers Tobacco Co, v. Rankin, 246 Ky. 65, 54 S. W. 2d 612: Nehi Bottling 
Co. v, Thomas, 236 Ky. 684, 33 S. W. 2d 701; Coca-Cola Bottling Co. of Shelbyville v. 
Creech, 245 Ky. 414, 53 S. W. 2d 745; 

La.—Watts v. Quachita Coca-Cola Bottling Co., — La. —, 166 So. 151; Dean v, Alexander 
Coca-Cola Bottling Co., — La. —, 148 So. 448; Russo v. Louisiana Coca-Cola Bottling 
Co., — La. —. 161 So, 909: 

Md.—Goldman & Friedman Bottling Co. v. Sindell, 140 Md. 488, 117 A. 866; Armour & Co. 
v. Leasure, — Md. —, 9 A. 2d 572; 

Maine—Pelletier v. DuPont, 124 Me. 269, 128 A. 186; 

{Footnote 10 continued on next page. ] 
™ Footnote 11 appears on page 114. 
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Assumpsit Liability 
Implied Warrranty. In the latter half of the Eighteenth Century 
in England the action in assumpsit began to be used in food products 
cases in lieu of the action for deceit. This form of action sounds in 


(Footnote 10—continued] 

Mass.—Rickenbacker v. California Packing Co., 250 Mass. 198, 145 N. E. 281; Bergantino 
v. Gen. Baking Co., 298 Mass. 106, — N. E. —; Newhall v. Ward Baking Co., 240 
Mass. 434, 134 N. E. 625; Wilson v. J. G. and B. 8. Ferguson Co., 214 Mass. 265, 101 
N. E. 381; Bishop v. Weber, 139 Mass. 411, 1 N. E. 154; Doyle v. Continental Baking 
Co., 262 Mass. 516, 160 N. E. 325; 

Mich.—Hoover v. Peters, 18 Mich. 51; Hertzler v. Marshum, 228 Mich. 416, 200 N. W. 155; 

Minn.—Swenson v. Purity Baking Co., 183 Minn. 289, 236 N. Y. 310; 

Miss.—Pillars v. R. J. Reynolds Tobacco Co., 117 Miss. 490, 78 So. 365; Bufkin v. Grisham, 
157 Miss. 476, 128 So. 563; 

N. J.—Cassini v. Curtis Candy, 113 N. J. L. 91, 172 A. 519; DeGroat v. Ward Packing Co., 
102 N. J. L. 188, 130 Atl. 540; Tomlinson v. Armour & Co., 75 N. J. L. 748, 70 A. 314; 
Rudolph v. Coca-Cola Bottling Co., 4 N. J. Misc. 318, 132 A, 508; 

N. Y.—Freeman v. Schults Bread Co., 100 Misc. 528, 163 N. Y. S. 396; Smith v. Peerless 
Glass Co., 259 N. Y. 292, 181 N. E. 576; Torgenson v. Schultz, 192 N. Y. 156, 84 N. E. 
956, 18 L. R. A. (N. S.) 726; Rosenbusch v. Ambrosia Milk Co., 168 N. Y. S. 505, 181 
App. Div. 97; Ternay v. Ward Baking Co., 167 N. Y. S. 562; Cohen v Dugan Bros., 
230 N. Y. S, 743, 132 Misc. 896; 

N. C.—Ward v. Moorehead City Sea Food Co., 171 N. C. 33, 87 S. E. 958; Perry v, Kel- 
ford Coca-Cola Bottling Co., 196 N. C. 175, 145 S. E. 14; Grant v, Graham Chera-Cola 
Bottling Co., 176 N. C, 256, 97 S. E. 27; Broadway v. Grimes, 204 N. C. 623, 169 S. E. 
194; Blackwell v. Coca-Cola Bottling Co., 208 N. C. 751, 182 S. E. 469; Lamb v. Boyles, 
192 N. C. 542, 135 S. E. 464; 

Ohio—Canton Provision Co. v. Gander, 130 Ohio St. 43, 196 N. E. 634; 

Pa.—Catani v. Swift é Co., 251 Pa. 52, 95 A. 931; Rozuwmailsky v. Philadelphia Coca-Cola 
Bottling Co., 296 Pa. 114, 145 A. 700; Tavani v. Swift & Co., 262 Pa. 184, 105 A. 55; 

R, I1.—Minutilla v. Providence Ice Cream Co., 50 R. I. 43, 144 A. 884; 

S. C.—Boylston v. Armour & Co., 196 S. C. 1, 12 S. E. 2d 34; Hobbs v. Carolina Bottling 
Co., 194 S. C. 543, 10 S. E. 2d 25; 

S. D.—Whitihorn v. Nash-Finch Co., 293 N. W. 859; 

Tenn.—Brown Crigger v. Coca-Cola Bottling Co., 132 Tenn. 545, 179 S. W. 155; Coca-Cola 
Bottling Works v. Kennedy, 13 Tenn. App. 199; Coca-Cola Bottling Co. v. Lewis, 9 
Tenn. App. 485; Merriman v. Coca-Cola Bottling Co. of McMunniville, Tenn., 17 Tenn. 
App. 433, 68 S. W. 2d 149; Boyd wv. Coca-Cola Bottling Works, 132 Tenn, 23, 177 
S. W. 80; 

Tex.—Liggett & Myers Tobacco Co. v. Wallace, 69 S. W. 2d 857; Dunn v, Texas Coca-Cola 
Bottling Co., 84 S. W. 2d 545; Brown Cracker & Candy Co. v. Jensen, 32 S. W. 2d 
227; 

Va.—Norfolk Coca-Cola Bottling Works v. Krausse, 162 Va, 107, 173 S. E. 479; Campbell 
Soup Co. v. Davis, 163 Va. 89, 175 S. E. 743; 

Wash.—Weiser v. Holzman, 33 Wash. 87, 73 p. 797; Nelson v. West Coast Dairy Co. 
(Wash., 1940) 105 p. 2d 76; 

W. Va.—Webd v. Brown & Williamson Tobacco Co., 2 S. E. 2d 898; Parr v. Coca-Cola 
Bottling Works, 121 W. Va. 314, 3 S. E. 2d 499; Blivins v. Raleigh Coca-Cola Bottling 
Co., 121 W. Va. 427, 3 S. E. 2d 627; 

Wis.—Haley v. Swift & Co., 152 Wis. 570, 140 N. E. 292; Hasbruck v. Armour, 152 Wis. 
570, 140 N. W. 292; 

U. S.—Ketterer v. Armour, 200 F. (N. Y.) 322, 247 Fed. 921; Horn and Hardart Baking 
Co. v. Lieber (Pa.), 25 Fed. 2, 449; Nichols v. Continental Baking Co., (N. J.) 34 Fed. 
2d 141. 

"1 Travis v. Louisville € N. R. R. Co., 183 Ala. 415, 62 So. 851; McCarley v. Wood 
Drugs, Inc., 228 Ala. 226, 153 So. 446; Loucks v. Morley, 39 Cal. App. 570, 179 p. 529; 
Lynch v. Hotel Bond Co., 117 Conn, 128, 167 A. 99; Merrill v. Hodson, 88 Conn. 314, 91 
A. 533; Sheffer v. Willoughby, 163 Ill. 518, 45 N. E. 253; Craft v. Parker, Webb €& Co., 
96 Mich. 245, 55 N. W. 812; Hertzler v. Manshum, 228 Mich, 416, 200 N. W. 155; Kenney 
v. Wong Len, 81 N. H. 427, 128 A. 343; Nisky v, Childs Co., 103 N. J. L. 464, 135 A. 805; 
Housand v. Armour & Co., 173 S. C. 268, 175 S. E. 516; Valeri v. Pullman Co., 218 Fed. 
519; Woolworth v. Wilson, 77 Fed. Rep. 2d 439. . 





Page 114 Food Drug Cosmetic Law Quarterly—March, 1946 





contract and predicates a breach of warranty, express or implied. We 
all know that actual warranties in connection with the sales of food are 
comparatively few. Hence the cases are almost always based on implied 
warranties. It may safely be said that actionable warranties are gen- 
erally implied against the retailer of food for immediate consumption,’* 
and by a growing number of courts against the packer or processor 
of food,* and by a few courts against the restaurant keeper who serves 
food.** Such warranties may be of two kinds: those of fitness or whole- 
someness,** and those of merchantability.’® 

In the beginning food purveyors seem to have been held to a form 
of strict liability. Its basis was a series of statutes passed in the thir- 
teenth and fourteenth centuries, the gist of which was that none should 
sell corrupt food or drink for human consumption.” The violation of 
the statutes give rise not alone to a criminal, but also a civil liability."* 

Anciently the theory of defendant's liability was not in warranty, 
upon contract, nor in what the modern law would call negligence. The 


2 Jackson v. Watson & Sons, 2 K. B. 193, 3 B. R. C. 182, 109 L. T. (N. S. 799); 
Heinemann v. Barfield, 136 Ark. 456, 207 S. W. 58; Parks v. G. C. Yost Pie Co., 93 Kan. 
334, 144 p. 202; Race v. Krum, 222 N. Y. 410, 118 N. E. 853; Zendel v. Oneida County 
Creameries Co., 171 N. Y. S. 76, 104 Misc. 251; Flessher v. Carstens Packing Co., 93 Wash. 
48, 160 p. 14; see also Williston on Sales (2nd ed.), sec. 242; 

8 Ala.—Alabama Coca-Cola Bottling Co. v. Ezzell, 22 Ala. App. 210, 278, 114 So. 278; 
Dothan Chero-Cola Bottling Works v. Weeks, 16 Ala. App. 639, 80 So. 734; 

Ariz.—Eisenbeiss v. Payne, 42 Ariz. 262, 25 p. 2d 162, supra; 
Cal.—Klin v. Duchess Sandwich Co., 93 p. 2d 799, (Cal. App. 1939); Dryden v. Continental 

Baking Co., 67 p. 2d 686 (Cal. App. 1937); 

Ia.—Anderson v. Tyler, 274 N. W. 48 (Iowa 1937) Davis v. Van Camp Packing Co., 189 

Ia, 775, 176 N. W. 382; 

Miss.—Coca-Cola Bottling Works v. Lyons, 145 Miss. 876, 111 So. 305; Coca-Cola Bottling 

Works of Greenwood v. Simpson, 158 Miss. 390, 128 So. 479. 

Mo.—Carter v. St. Louis Dairy Co., 931 S. W. 2d 1025; Madouros v. Kansas City Coca- 

Cola Bottling Co., 230 Mo, 275, 90 S. W. (2d) 445; 

Ohio—Hunter v. Derby Foods, 110 F. 2d 970 (CCA, N. Y.); Ward Baking Co. v. Trizzino, 

27 Ohio App. 475, 161 N. E. 557; 

Pa.—Nock v. Coca-Cola Bottling Works of Pittsburgh, 102 Pa. Super, 515, 156 A. 537; 
Tex.—Coca-Cola Bottling Co. of Fort Worth v. Smith, et ux., — Tex. —, 97 S. W. 2d 761 

(Tex. 1936); 

Wash.—Mazetti v. Armour & Co., 75 Wash. 622, 135 p. 633; Nelson v. West Coast Dairy 

Co., Wash. 1940, 105 p. 2d 76; 

W. Va.—See dissent to Webb v. Brown & Williamson Tobacco, supra. 

4 Doyle v. Fuerst & Kraemer, Ltd., 129 La. 838, 56 So. 906; Friend v. Childs Dining 
Hall Co., 231 Mass. 65, 120 N. E. 407; Bark v. Dixzson, 115 Minn. 72, 131 N. W. 1078; 
Muller v. Childs Co., 171 N. ¥. S. 541; Barrington v. Hotel Astor, 171 N. Y. S. 840, 184 
App. Div. 317; see also 32 Harvard Law Review 71. 

% Farrell v. Manhattan Market Co., 198 Mass. 271, 84 N. E. 481. 

161 Williston, Sales (2d) S. 241. 

1751 Henry III, Stat., (6 C, 6) (1266); Pickering, Statutes at Large, pp. 390-394; 
1 Statutes of the Realm 204. 

% Yearbook 9 Henry VI 53, B. reports a case brought on the above statutes. The 
court says there: ‘‘It is a people’s action * * * For if I come into a tavern to eat and 
the tavener gives or sells beer or food which is corrupt, by which I am put to great 
suffering, I shall clearly have an action against the tavener on the case even though he 
makes no warranty to me.”’ 
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liability did not rest upon an agreement between the parties, and neither 
did it rest upon a failure of care by the victualler. The reason for lia- 
bility was, as one early judge put it, “because it is prohibited by law 
that a man should sell corrupt victuals.”’ ** 

Benjamin in his text on Sales was able to lay down the rule that 
where the purpose of the thing bought was known to the seller and 
the buyer relied upon the skill and judgment of the seller to select an 
article fit for that purpose, there a warranty of fitness would be implied.” 
The same rule was adopted in the English Sale of Goods Act,” and 
later, in the United States; in the Uniform Sales Act, where it appears 
as the first exception in Section 15.” 

This doctrine of implied warranty has logic in its favor as against 
the retailer of food and in favor of his immediate vendee. Many courts 
go all the way with it today, even finding it where the food is sold by 
the retailer in the same original package in which it was received from 
the packer or processor, and in which case the retailer to the knowledge 
of his buyer has had no opportunity to inspect the food.** Other courts 
have refused to imply the warranty in such a case.* It is admitted gener- 
ally, however, that a warranty will not be implied where 

(a) The sale is not made by a regular dealer, or 

(b) The sale was not made for immediate consumption, or 

(c) The sale is not made in reliance on the seller's judgment (though 
the courts differ as to what sufficiently makes out reliance, as in the 
canned good cases ).”° 

A second warranty action as against the retailer may be that of 
merchantability. The Uniform Sales Act, Section 15, second exception, 
expressly declares that where the purchase is by description, a warranty 
of merchantability runs to the purchaser on the sale. Such a warranty 
has been applied in food cases, sometimes where it was found impossible 
to apply the more common warranty of fitness.”* 


” Yearbook, 11 Edward IV, p. 6-B. 

* Benhamin, Sales, p. 661, 1899. 

1 Sale of Goods, Acts 56 & 57 Vict. Ch, 71, sec. 14, (1893). 

2 Uniform Sales Act, sec. 15; in effect with minor variations in thirty-four states. 

23 Chapman v. Roggenkamp, 182 Ill. App. 117: Ward v. Great Atlantic @ Pacific Tea 
-Co., 231 Mass. 90, 120 N. E. 225. 

™% Howard v. Jacobs’ Pharmacy Co., 55 Ga. App. 163, 189 S. E. 373; Davis v. Williams. 
58 Ga. 274, 198 S. E. 357; Scruggins v. Jones, 207 Ky. 636, 269 S. W. 743; Julian v. Lauben- 
berger, 38 N. Y. S. 1052, 16 Mise. (N, Y.) 646; Pennington v. Cranberry Fuel Co., 117 
W. Va. 680, 186 S. E. 610. See also Waite, Sales, p. 226, and cases there cited. 

% Weideman v. Keller, 171 Ill. 93, 49 N. E, 211, 58 Ill. App, 382, and cases cited 
therein. 

* Ryan v. Progressive Grocery Stores, Inc., 255 N. Y. 388, 175 N, E, 105. 
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The case of the innkeeper with regard to an implied warranty lia- 
bility has been a peculiar one. In the early days—when the statutes 
alluded to had just been passed and for four centuries thereafter—the 
innkeeper's strict liability in deceit presumptively was commoner than 
that of the retailer, for he was the greater seller of food. But with the 
change in the form of action from deceit to warranty, the liability of the 
restaurant keeper changed. 


Historically the courts recognized characteristics in the business of 
the innkeeper of old which some of the tribunals do not perceive, at least 
to the same degree, in the business of the modern restaurateur. It was 
conceived that the innkeeper was in the business of rendering a service, 
which service was an entirety consisting of lodging, food and drink, 
seasoned with a fine hospitality. Of the food and drink the guest was 
free to accept and utilize as much or as little as he chose. It was, there- 
fore, the concept that property in the food never passed to the guest, at 
least not until the instant of consumption, after which it was not the 
subject of property rights. The modern restaurateur, however, while 
affording the like hospitalities for the guests’ enjoyment, may nevertheless 
offer items of food at specific prices. So, where the innkeeper was held 
not to make sales, the restaurateur is deemed actually. to make such sales.” 


But the law of food products liability at the time assumpsit replaced 
deceit as the theory of plaintiff's action was technical and precise enough 
to say that a warranty could attach only to an act of sale.** Since the 
innkeeper sold nothing, how could a warranty be implied against him? 
The answer of the common law was that it could not be. And the 
result was that the innkeeper was held only in an action of deceit, involv- 
ing actual scienter.”® 


Although some courts are contra,*° it may safely be said that the 
larger number now hold the restaurant keeper to that strict liability 
which implied warranty represents.** 


7See Crisp v. Pratt, Cro. Car. Eng. 549, 78 Eng. Reprint 1072; Merrill v. Hodson, 
supra; Beale, Innkeepers, Sec. 169, and cases therein cited. 

* Valeri v. Pullman Car Co., supra, 

* Beale, Innkeepers, supra, Sec, 169. 

* Pantaze v. West, 7 Ala. App. 599, 61 So. 42; Travis v. Louisville & N. R. R. Co., 83 
Ala. 415, 62 So. 851; Loucks v. Morley, 39 Cal. App. 570, 179 p, 529; Merrill v. Hudson, 
supra; Shaeffer v. Willoughby, supra; Valeri v, Pullman Co., supra. 

™ Doyle v, Fuerst 4 Kraemer, Ltd., 129 La. 838 , 56 So. 906; Friend v. Childs Dining 
Hall Co., 231 Mass. 65, 120 N. E. 407; Bark v. Divson, 115 Minn. 172, 131 N. W. 1078; 
Muller v. Childs Co., 185 A, D. (N. Y.) 881, 171 N. Y. S. 541; Barrington v. Hotel Astor, 
184 A. D. (N. Y.) 317, 171 N. Y¥. S. 840, 184 App. Div. 317; see aiso 32 Harvard L, R. 71. 
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When, however, the implied warranty theory is invoked against a 
manufacturer or processor in favor of the ultimate consumer, who may 
be a remote vendee, or even a servant or guest of such remote vendee, 
in no privity with the manufacturer or processor, logical difficulties 
arise.** To circumvent these logical difficulties, some of the courts which 
hold to the implied warranty theory have felt compelled to invoke fictions 
of one sort or another to sustain plaintiff's claims.** 


It is sometimes said that the consumer is a third party beneficiary 
of the implied contract of warranty between the manufacturer and his 
immediate vendor.** Other courts say that the implied warranty runs 
with the goods much as certain covenants in a deed run with the land.** 
One decision says that if a privity of contract is essential as a basis for 
liability in such case ‘‘such exists in the consciousness and understanding 
of all right-thinking persons.” ** Others find sufficient logic to meet the 
requirements of legal liability in “social justice." ** Some of the courts 
holding to the warranty theory are so hard put to it to find any element 
of contract upon which to base an implied warranty between the manu- 
facturer and remote vendee that they apparently give up the attempt 
and in effect say that there is a warranty anyhow.** Other courts find 
in modern advertising implied, if not express, warranties from manu- 
_facturer to consumer.*® All this logomachy simply sidesteps the logical 
difficulties inherent in an effort to imply a warranty between parties not 
in privity. One of the Federal courts with some justice, therefore, 
pointedly criticizes the implied warranty theory: 


“To imply a warranty which imposes a greater liability than the law (of negli- 
gence) fixes may operate most unjustly, and is really a fiction probably far from 
the actual intention of the parties.” 4° 

® Birmingham Chero-Cola Bottling Co, v. Clark, 205 Ala. 678, 89 So. 64; Pelletier v. 
DuPont, 124 Me. 269, 128 A. 186; Roberts v. Anheuser-Busch Brewing Assn., 211 Mass. 
449, 98 N. E. 95; Gearing v. Berkson, 223 Mass. 257, 111 N. E. 785; Chysky v. Drake 
Bros., 235 N. Y. 468, 139 N. E. 576; Gimenez v. Great Atlantic é Pacific Tea Co., 264 
N. Y. 390, 191 N. E. 27; Minutilla v. Providence Ice Cream Co., 50 R. I. 43, 144 A. 884; 
see also the dissent to Madouras v. Kansas City Coca-Cola Bottling Co., supra. 

* Mazetti v. Armour & Co., 75 Wash. 622, 135 p. 633, 48 L. R. A. 83. 

% Ward Baking Co. v. Trizzino, 27 Ohio App. 475, 161 N. E. 557. 

% Coca-Cola Bottling Works v. Lyons, 145 Miss. 876, 111 So. 305. 

% Madouras v. Kansas City Coca-Cola Bottling Co., supra. 

* Coca-Cola Bottling Works of Greenwood v. Simpson, 158 Miss. 390, 128 So. 479. 

3% Carter v. St. Louis Dairy Co., 139 S. W. 2d 1025 (Mo. 1940); Nock v. Coca-Cola Bot- 
tling Works of Pittsburgh, 102 Pa. Super. 515, 156 A, 537. 

% Mazetti v. Armour & Co., supra; Coca-Cola Bottling Co. of Fort Worth v. Smith, 
supra. 

” Woolworth v. Wilson, supra. 
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The leading American case for the implied warranty theory is gen- 
erally considered to be Davis v. Van Camp Packing Company.** In the 
majority opinion the court said: 


“From the decisions, and particularly the later decisions we think there is an 
implied warranty as contended by plaintiff and that the question as to privity is 
not controlling. The case should have gone to the jury on that question * * * 


“We make a distinction between food products which are canned, bottled or 
wrapped in such a way that the contents and condition thereof may not be known 
to the purchaser until opened for use by the consumer, and products which are not 
so put up and the condition of which is observable. * * * We are of opinion that 
the duty of a manufacturer to see to it that food products put out by him are whole- 
some, and the implied warranty that such products are fit for use runs with the sale, 
and to the public, for the benefit of the consumer, rather than to the wholesaler or 
retailer and that the question of privity of contract in sales is not controlling and 
does not apply in such a case.” 4? 


The opinion is, however, a prime example of the confusion of thought 
which seems to beset a few courts on the question of food products 
liability, for the court also went on to say: 


“We are of opinion, too, that on the whole case there was sufficient evidence 
to take the case to the jury on the question of negligence. * * * If we call it a duty 
to use care in the preparation and manufacture, then in that sense a breach of that 
duty would constitute negligence. Or it may be treated as a representation or a 
warranty that because of the sacredness of human life, food products so put out are 
wholesome. In either event, a failure in this respect is a breach of duty, and a breach 
of warranty, and a plaintiff suing may rely on either or both, and when he makes a 
prima facie case, he is entitled to go to the jury on the question as to whether defendant's 
evidence negatives plaintiff's prima facie case."* 


Defense counsel are wont to cherish the ideal that their clients shall 
only be held to legal liability upon logically consistent theories. All such 
much recognize, however, that in various jurisdictions the implied war- 
ranty theory, alone, or teamed up with the negligence theory as in the 
Van Camp case, must be met in food products cases, and that it is to 
the plaintiff a potent weapon. 


189 Ia. 775, 176 N. W. 382. 

#@ Davis v. Van Camp, supra, 

* Davis v. Van Camp, supra, The following states may be said to permit actions by 
consumers against processors both upon the negligence and warranty theories: 
Ariz.—Hisenbeiss v, Peyne, supra; 

Ia.—Davis v. Van Camp Packing Co., supra; Anderson v. Tyler, supra; 

Miss.—Bu/fkin v. Grisham, supra. 

Tex.—Coca-Cola Bottling Co. of Fort Worth v. Smith, supra; 

Adding to the confusion is the case of Burkhardt v. Armour & Co. and Great A. & P. Tea 
Co., 115 Conn. 241, 161 A. 385, which permits a recovery from the retailer for breach of 
warranty and from the packer for negligence, in the same action. 
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The Plaintiff's Pleadings 


While the modern tendency is to liberalize pleading requirements, 
and while substance rather than form is looked to in determining the 
soundness of plaintiff's pleadings,** yet it is believed that most courts 
will, even now, not allow the commingling of different theories of lia- 
bility in a single count.*® Negligence cannot be confused with intentional 
wrong,** nor promise with negligence,“ nor promise with intentional 
wrong.*® On the other hand, several counts may deal in different ways 
with a single theory of liability.*® 

The courts disagree as to whether more than one theory of liability 
may be advanced in a single declaration or complaint. Some courts, and 
these the courts that follow the older rule, require the plaintiff to confine 
himself to a single theory of recovery.®® Other courts declare that if the 
various theories of liability grow out of a single transaction or series 
of transactions, they may be joined in a single declaration, if they are 
not inconsistent with one another. In jurisdictions adhering to the latter 
rule, deceit, negligence and warranty can be combined in food cases. 
While such holding seems to impose an unfair burden upon the defense, 
promise, knowledgeable wrong, and lack of care, are held not inconsistent 
with one another in this field in these jurisdictions.” 


“ Melnick v. Bowman, 102 Colo. 384, 79 p. 2d 368; Kipp v. Carlson, 148 Kan. 657, 84 
p. 2d 899; Vaughan v. Missouri Power & Light Co., — Mo. —, 89 S. W. 2d 699; Houser 
v. Bartow, 273 N. Y. 370, 7 N. E. 2d 268; In re Rosenbert’s Estate, 284 N. Y. S. 260, 157 
Misc. 490; Shaw v, Great Atlantic é Pacific Tea Co., 189 S. C, 437; 1S. E. 24 499; Hubbard 
v. Rowe, 192 S. C. 12, 5 S. E. 2d 187; But contra, are Rudd v. Land Co., 188 La. 490, 177 
So. 583; Thrift v. Haner, 286 Mich. 495, 282 N. W. 219. 

* Zimmerman v. Hinderlider, 102 Colo. 172, 78 p. 2d 351; Swmmers v. Dominguez, 29 
Cal. App. 308, 84 p. 2d 237 (Cal.); Society Milion Athena v. National Bank of Greece, 281 
N. Y. 282, 22 N. E. 2d 374; Ectore Realty Co. v. Mfrs. Trust Co., 283 N. Y. S. 773, 245 
App. Div. 600; Miles v. Thrower, 181 S, C. 392, 187 S. E. 818; Karass v. Marquardt, 230 
Wis. 655, 284 N. W. 514; School District 14 v. School District 21, supra. 

* Killian v. Albert Wenzlick Real Estate Co., 89 S. W. 2d 716 (Mo.) 

“ Hunter v. Philadelphia B. € W. R. R. Co., 1 Boyce 5, 75 A. 962. 

* Waterman v. Title Guaranty & Trust Co., 293 N. Y. S. 168, 162 Misc, 256; Shaw v. 
Great Atlantic & Pacific Tea Co., 189 S. C. 437, 1S. E. 2d 499. 

*” Summers v. Dominguez, supra; Georgia-Alabama Coca-Cola Bottling Co. v. White, 
55 Ga. App. 706, 191 S. E. 265; Brummund v. Romig, 59 Idaho 312, 81 p. 2d 1085; 
Schmidt v. Merchants Dispatch Transportation Co., 244 A. D. (N. Y.) 606, 270 N. Y. 287, 
200 N. E. 824; Wilson v, Moudy, 123 S. W. 2d 828 (Tenn. 1939); Karr v. Cockersham, 107 
S. W. 2d 719 (Tex.); Feeney Hay Co. v. Suggs, 2 S. E. 2d 806 (Ga. 1939). 

%® Webb v. Hillsborough County, 175 So. 874 (Fla.); Greenwood v. John R. Thompson 
Co., 213 Ill. App. 371; Dickerson v. Ewin, 105 Ind. App. 694, 17 N. E. 2d 496; Fleming v. 
Campbell, 146 Kan. 294, 69 p. 2d 718; Smith v. Wells, 271 Ky. 373, 112 S. W. 2d 49; School 
District 14 v. School District 21, supra. 

% Baker v. Baker, 220 Ia. 1216, 264 N. W. 116; Walsh v. Mankato Oil Co., 201 Minn. 
58, 275 N. W. 377; Davis v. Chicago & E. I, R. Co., 338 Mo. 1248, 94 S. W. 2d 370; Ectore 
Realty Co. v. Mfr. Trust Co., supra; Bunnell v. Keystone Varnish Co., 4 N. Y. S. 2d 601; 
Giguere v. Rosselot, 3 A. 2d 538 (Vt. 1939). But Texas expressly allows inconsistent 
theories to be pleaded: International-Great Northern R. Co. v, Acker, 128 S. W. 2d 506 
(Tex, 1939). 
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Damages 


Whether the plaintiff proceeds in one of the tort forms of action 
or in assumpsit upon implied warranty, he can ordinarily recover not 
merely the difference between a sound article of the sort purchased and 
the defective or contaminated article alleged, but also consequential 
damages on account of his suffering and disability, if any. That he can 
do so in tort, is readily apparent. His right to do so upon an implied 
warranty of fitness is usually also upheld. Typical of the decisions so 
holding is a Missouri case: 

“When articles of food are sold under an implied warranty of fitness for ultimate 
human consumption, and this unfitness is discovered before they are consumed and 
personal injury has resulted, then the measure of damages is indeed the difference 
between the actual value of such articles, if any, and what this value would have been 
if they had been as warranted. But when the unfitness of the articles for human 
consumption is not discovered, and they are consumed and injurious consequences 
follow, then the party injured must be compensated for the actual injury he has 
sustained, or else the salutary purpose of the law in giving him his remedy is not 
achieved.” 52 

Application of the like measure of damages in case of implied war- 
ranty of merchantability seems, however, the logical extreme of liberality. 
Such measure appears, however, to be applied.** The New York court 
in an opinion by Cordozo, J., has applied the like rule to a case arising 
under the Uniform Sales Act.™ 


Trends 


Having thus stated the more important elementary principles of 
the law of food products liability *> with some of the dogmatism and 
lack of full precision which seem necessarily inherent in extreme brevity, 


% Nemela v. Coca-Cola Bottling Co. of St. Louis, 104 S. W. 2d 773 (Mo. 1937). 

53 2 Williston, Sales, (2nd ed.), s. 614. 

% Ryan v. Progressive Grocery Stores, Inc., supra, 

% This discussion has been limited to consumer cases, the more important group. 
However, a retailer has a cause of action, in negligence, against a wholesaler for loss of 
trade, profits, reputation and the like, where the retailer has unwittingly sold some 
product containing a deleterious substance: Neiman v. Channellene Oil, etc., Co., 112 
Minn. 11, 127 N. W. 394; Interstate Grocery Co. v. George W. Bentley Co., 214 Mass. 227, 
101 N. E. 147; Moses v. Reed, 1 Denlo (N. Y.) 378, 43 Am, Dec. 676. The retailer may 
sue the negligent manufacturer: Haley v. Swift & Co., 152 Wis. 570, 140 N. W. 292; 
Rossano v. Kaminsky, 134 N. Y. S. 895; Meshberger v. Channellene Oil, etc., Co., 107 
Minn, 104, 119 N. W. 428. The retailer was also able to recover from the manufacturer 
upon the implied warranty theory in the case of Bunch v. Weil Bros. and Bauer, 72 Ark. 
343, 80 S. W. 582. 

Omitted as beyond the reasonable scope of this paper are cases involving the ques- 
tion of national] and state pure food and drugs acts, cases involving animal feed, tobacco 
and like products. 
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it is pertinent, from the standpoint of the active practitioner, to inquire 
what, if any, trends are observable in the judicial handling of cases in 
the food products field at this time. 


One must necessarily make reservations in attempting to generalize 
in brief terms upon the basis of a constantly growing stream of decision 
and legal interpretation. With such reservations, we venture the assertion 
that in most of the American jurisdictions, both those invoking the negli- 
gence theory in such matters and those utilizing the implied warranty 
theory, there is an increasing trend toward holding everyone having 
to do with an item of food, from its first processing to its ultimate sale 
and delivery to the consumer, to an ever stricter measure of liability. 
Exemplifying perhaps a logical extreme of this trend, is a Missouri 
decision, previously noted: 

“If privity of contract is required, then, under the situation and circumstances of 


modern merchandise in such matters, privity of contract exists in the consciousness and 
understanding of all right-thinking persons.” 5* 


This language makes pertinent a recent law review query: 


““* * * have the courts arrived today at the belief that the manufacturer of food 
products should be held as an insurer?” 57 


Another recent writer says: 


““* * * a new doctrine of Caveat Vendifor (let the seller beware) has been estab- 

lished to take an important place along with the well-known doctrine of Caveat Emptor 
(let the buyer beware) .” 5% 
It is not necessary quite fully to agree with these views of the situation 
to perceive the difficulties involved in the defense of this type of litigation 
and to indicate the wisdom of a careful study, on the part of defense 
‘counsel, of possible techniques for handling the same. 


Defense Tactics 


The average high class processor of food or drink today regards 
the making of a products liability claim against him much as a physician 
regards a malpractice claim, and is, therefore, a cooperative and militant 
defendant. Most such defendants oppose so-called nuisance value settle- 
ments, preferring to fight the claims. This is as it should be. Such cases, 

% Madouras v. Kansas City Coca-Cola Bottling Co., supra. 


* 46 W. Va. Law Quarterly 86. 
% Krajirik, Court Decisions on Products Liability, p. 33. 
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particularly when of doubtful good faith, and where the chances of 
success seem fair, should be fought. 


In jurisdictions where the plaintiff can be examined as an adverse 
witness before trial, this procedure will no doubt be helpful in most 
cases. Other pre-trial procedures may be helpful. 


The kind of jury to which a food products case is entrusted, if the 
facts are to be found by a jury, is of paramount importance. For most 
questions in these cases are ‘jury’ questions in most jurisdictions. 
Defendants, particularly if manufacturers, very generally represent a 
sizable amount of financial responsibility and are not frequently known 
by jurors to be protected by liability insurance. If, therefore, defense 
counsel in one of these cases is confronted with a jury whose members 
are possessed of “share the wealth” viewpoints, his plight is a sad one, 
indeed. Defense counsel cannot, therefore, do too much to elevate the 
standards of jury personnel. In one of the jurisdictions in which the 
writers of this paper practice, there was general dissatisfaction among 
the better type lawyers in regard to the caliber of men appearing upon 
the venire drawn, term after term, for jury service. The local bar associa- 
tion appointed a committee which made representations to the courts, 
with the result that new jury commissioners were appointed, with strict 
injunction from the courts to select only men of the best caliber for jury 
duty from different walks of life. An arrangement was also perfected 
whereby no juror is required to attend upon any court for more than three 
weeks. With this reasonable term of service in effect, the courts are very 
sparing in granting the too frequent requests of able and busy men to be 
relieved from duty. The result is that a much better type of juror has 
been secured and defense counsel can look forward to more fair and 
just determinations in any and every type of case. 


In the usual food products case the plaintiff claims to have discovered 
some foreign and deleterious substance in a canned, bottled or packaged 
item, after he has partially consumed the same. He is usually in no 
position to offer evidence tending in any degree to show negligence on 
the part of the manufacturer, canner, bottler, or other food processor. 
This has defeated some claimants. In most jurisdictions, however, the 


%® Swenson v. Purity Baking Co., 183 Minn. 289, 236 N. W. 310; Lamb wv. Boyles, 192 
N. C. 542, 135 S, E. 464; Enloe v. Charlotte Coca-Cola Bottling Co., 208 N. C. 305, 180 S. E. 
$82; Blackwell v. Coca-Cola Bottling Co., 208 N. C. 751, 182 S. E. 469; Coca-Cola Bottling 
Co. v. Rowland, 16 Tenn. App. 184, 66 S. W. 2d 272; Delk v. Liggett & Myers Tobacco 
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claimant is permitted, when he proceeds upon the negligence theory, to 
eke out his case by resort to the doctrine of res ipsa loquitur.*° 


It is important to note in this connection that in some jurisdictions, 
if the plaintiff in his declaration or pleading alleges some specific ground 
of negligence, as though the same is known to him, he cannot at the trial 
rely upon res ipsa loquitur. This point should, of course, be raised 
against the plaintiff, where his pleading is open to it, in a jurisdiction 
where the contention has not already been foreclosed by decisions of 
the highest court. If, however, the plaintiff has been conveniently general 
in his pleading and, in some jurisdictions, even though he may have 
averred specific grounds of negligence, res ipsa loquitur comes to his 
assistance. 


In a jurisdiction where res ipsa loquitur is recognized, or in any case 
where it is invoked, it is expedient for the defendant to attempt to show 
the non-applicability of the doctrine to the case at hand, and to attempt to 
circumscribe and constrict its application as much as possible. Usually, 
to have the benefit of res ipsa loquitur, the plaintiff must show (1) that 
the instrumentality occasioning the injury was, at the crucial time, within 
the exclusive control of the defendant, and (2) that the injury could not 
have occurred in the normal course without negligence on the part of 
the defendant. Efforts should be made to hold the plaintiff to these 
requirements, and to show their non-existence in the case at hand. 


It is the belief of the present writers that a high percentage of food 
products liability claims either are not based upon the actual bona fide 





Co., 180 S, C. 436, 186 S. E. 383; Horn and Hardart Baking Co. v. Leiber, 25 Fed. 2d 449 
(Pa.); Nichols v. Continental Baking Co., 34 Fed. 2d 141 (N:. J.). Dissent from majority 
opinion: Bradfield v. Atlanta Coca-Cola Bottling Co., 24 Ga. App. 657, 101 S. E. 776. 

® An incomplete list is: Coca-Cola Bottling Co. v. Crook, 222 Ala. 369, 132 So. 898; 
Coca-Cola Bottling Co. of 8. BE, Arkansas v. Spurlin, 199 Ark. 126, 132 S. W. 2d 828; 
Atlanta Coca-Cola Bottling Co. v. Holbrook, 40 Ga. App. 269, 149 S. E. 316; Cordell v. 
Macon Coca-Cola Bottling Co., 56 Ga. App. 117, 192 S. E. 228; Goldman & Freiman 
Bottling Co. v. Sindell, 140 Md. 488, 117 Atl. 866; Rudolph v..Coca-Cola Bottling Co., 4 
N, J. Mise. 318, 132 Atl. 508; Ternay v. Ward Baking Co., supra; Rozumailski v. Phila- 
delphia Coca-Cola Bottling Co., supra; Dunn v. Texas Coca-Cola Bottling Co., 84 S. W. 
2d 545, (Tex. C. A.); Campbell Soup Co. v. Davis, 163 Va. 89, 175 S. E. 743. Amusing 
and forceful is the contra opinion of an articulate and capable nisi prius judge, Eugene 
O’Dunne, who, on passing on the case of Richardson v. Coca-Cola Bottling Co. in the 
Superior Court of Baltimore City under date of the 12th day of May, 1938, said: ‘‘It is 
claimed that the doctrine of ‘res ipsa loquitur’ applies to the facts of this case. There 
is no such doctrine. It is a pious symbol, long used by priests of the law to exorcise 
spirits. It is some of that ancient and sacred legal nomenclature which means nothing 
more than a statement that the ‘obvious is self-evident.’ If ‘the thing itself speaks,’ 
let it talk English! * * * In the 17th chapter of a bock by Stuart Chase on the “Tyranny 
of Words,” he discusses legal words that might well be eliminated from the law. I 
nominate ‘Res Ipsa Loquitur’ for execution by the firing squad, and that it be shot at 
sunset, without the formality of further trial. For which reasons I grant the prayer 
taking the case from the jury (or from the Court sitting as a jury)."’ 
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finding of deleterious substances in the food product in question, or 
embody a considerable amount of malingering and exaggeration of the 
alleged ill consequences of the eating or drinking of the alleged dele- 
terious substances. In some instances defense counsel has succeeded 
in showing, to the satisfaction of the Appellate court, the falsity of 
the claimed discovery of the deleterious substance. Certainly where 
res ipsa loquitur is being invoked, it is desirable, by diligence in discov- 
ering and care in presenting all legitimate evidence, to disprove, or to 
throw as much doubt as possible upon, the basic facts on which the 
plaintiff relies as a foundation for applying the doctrine of res ipsa 
loquitur. If it can be shown that the deleterious substance might have 
been introduced into the product after it left the factory, that should, 
of ‘course, be developed. In bottle explosion cases any circumstances 
tending to show rough handling, or the subjecting of the bottle to extremes 
of temperature after the same left the plant, should be shown. 


Troublesome as is the res ipsa loquitur doctrine in the defense of this 
type of case, when given its historically correct interpretation, it is even 
more a bete noir when given what seems the perverted application made 
of it by some courts. These courts hold that the presence of foreign or 
deleterious substances in a food package overrides all proof of due care 
by the defendant.** Other courts have pointed out that the system of the 


processor or producer, however perfect, cannot eliminate human care- 
lessness in the operation of the system and that this fact gives rise to 
but one reasonable explanation if a foreign substance does appear in a 
sealed package of food.** Some courts have gone further and held that 
the virtually fool-proof systems of certain bottlers and packers in pre- 
paring their sealed packages of food only make it the more certain that 
someone must have been negligent for the package to have contained 
a foreign unwholesome substance.“ 


Cases brought upon the negligence theory open to the defense, of 
course, a denial of primary negligence on the defendant's part. A good 


* Davis v. Van Camp Packing Co., supra. Nehi Bottling Co. v. Thomas, 236 Ky. 
684, 33 S. W. 2d 701; Minutilla v. Providence Ice Cream Co., supra; Norfolk Coca-Cola 
Bottling Works, Inc., v. Krausse, 162 Va. 107, 173 S. E, 497. Dissent from majority 
opinion in Blackwell v. Coca-Cola Bottling Co., 208 N. C. 751, 182 S. E. 469. 

® Coca-Cola Bottling Co. v. McBride, 180 Ark. 193, 20 S. W. 2d 826; Rozumailski v. 
Philcdelphia Coca-Cola Bottling Co., supra. 

* In Try-Me Beverage Co. v. Harris, 217 Ala. 302, 116 So. 147, at page 148, the Court 
says: ‘* * * full evidence as to the modern equipment of the plant and the details of 
the operation both before and after filling the bottle served rather than to emphasize 
them to disprove negligence of some employee in passing on to the market the article 
described in the evidence."’ 
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case can often be made on this point. The trade associations into which 
the different packers, canners and processors are generally organized 
are constantly educating their members in the best processes, and equip- 
ment is constantly being improved. Insurers also service their accounts 
by calling attention to plant betterments and improvements in the dif- 


ferent manufacturing procedures involved. The average food processing | 


or bottling plant is, therefore, today of a high standard of cleanliness and 
efficiency. Ordinarily, therefore, the defendants in such cases should 
stand to profit by the production of detailed testimony as to the methods 
and precautions used. The more thoroughly counsel masters the exact 
facts about the equipment of the plant and the different procedures used 
in it, the better he will be prepared to demonstrate due care on the part 
of his client in all of the processes involved.™ In the ordinary case it will 
be distinctly to the advantage of the defendant to ask for and obtain, if 
possible, a jury view of the plant in actual operation. In at least one 
case in which the writers engaged, such a jury view was believed to 
have been decisive in obtaining a favorable verdict. 


It is ordinarily impossible for a defendant manufacturer, packer, 
canner, bottler, or processor to show the specific facts with regard to 
the handling of a single item or package. No more can be done in such 
situation than to show the system. So well has this been done in some 
cases, however, that even where the juries have remained unconvinced 
and have found for the plaintiffs and the lower courts have entered 
judgments, the upper courts have reversed the same.® 


That the plaintiff's alleged injury is the proximate cause of the 
defendant's alleged negligence should, of course, be vigorously chal- 
lenged. Again, if the theory of recovery is negligence, contributory 
negligence can sometimes be successfully asserted. 


“It is believed certain that the average standards involved in food processing, country- 
wide, are better now than ever before and are being constantly improved. This being 
so, it is interesting to note, as pointed out in note 1 above, the increase in food prod- 
ucts liability claims and to conjecture the cause therefor. It is doubtless true that an 
increasing percentage of the food of the people of the country is commercially processed. 
This would not seem, however, a sufficient explanation for the current volume of claims 
in this fleld. It is believed that this growth in the number of claims is at least in part 
due to increasing claims-consciousness on the part of the public. 

© Lamb v. Boyles, 192 N. C, 542, 135 S. E. 464; Hnloe v. Charlotte Coca-Cola Bottling 
Co., 208 N. C. 305, 180 S. E. 582; Blackwell v. Coca-Cola Bottling Co., 208 N. C. 751, 
182 S. E. 469; Bourcheix v. Willow Brook Dairy, 268 N. Y. 1, 196 N. E. 617; Coca-Cola 
Bottling Co. v. Rowland, 16 Tenn, App. 184, 66 S. W. 2d 272; Creswell v. Gerst Brewing 
Co., 4 C. C. H. (Neg. Cases) 397 (Tenn. 1940). 

* Cullinan v. Tetrault, 123 Me. 202, 122 A. 770; Brown v. Marshall, 47 Mich. $76, 11 
N. W. 392; Craft v. Parker, Webb & Co., 96 Mich. 245, 55 N. W. 812; Kelley v. John R. 
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The belief has already been indicated that in a considerable per- 
centage of food products cases the claims either are based upon episodes 
which did not in fact occur, or are grossly exaggerated as to disabilities 
suffered. In short, certain elements of fraud entered into the claims. 
There are no standardized methods of meeting and exposing fraud. 
Every experienced practitioner has encountered it, has succeeded in 
exposing it in some instances, but in some instances has been compelled 
to admit the futility of the most diligent efforts he could put forth in an 
endeavor to defeat it. Where fraud is suspected, no stone should be left 
unturned in an endeavor not merely to find out all possible facts about 
the episode in question and the symptoms of the claimant, but also about 
the claimant's past history and past health record.’ Few actual frauds 
come into court so panoplied but that trial counsel, by diligent effort, is 
able to disclose at least some small breach in the armor to the satisfaction 
of a fair and discerning jury. 


In most jurisdictions it is possible to have a physical examination 
of the claimant by a physician or physicians either of the defendant's 
choosing or of the court's selection. But few attending physicians will 
knowingly or deliberately assist a plaintiff in the fraudulent inflation of 
his claim. It can ordinarily be assumed, therefore, that plaintiff's medical 


witnesses will testify in entire good faith. However, attending physicians 
ordinarily accept at face value the statements of their patients. If con- 
vinced that the testimony of the attending physician overdraws plaintiff's: 
condition, either unintentionally or wilfully, a limited amount of judicious 
cross-examination may be called for. 


Every experienced trial lawyer knows, however, that cross-examina- 
tion is a two-edged sword and that this is particularly true of the 
professional witness. The average physician knows far more about any 
subject upon which he is called as a professional witness to testify than 
the average lawyer can possibly find out in preparing for a trial. It is, 
therefore, a mistake for trial counsel in food products cases, as it is in 


Daily Co., 56 Mont. 63, 181 P. 326; Slattery v. Colgate, 25 R. I. 220, 55 A. 639; Tate v. 
Maudlin, 157 S. C. 392, 154 S. E. 431; Green v. Ashland Water Co., 101 Wis, 258, 77 
N. W. 723. 

* A caveat is necessary here, however. In the case of McDaniel v. Atlanta Coca-Cola 
Bottling Co., 60 Ga. App. 92, 2 S. E. 2d 810, the defendant, a bottler, caused a dicta- 
phone, or like device, to be placed in claimant’s hospital room, by means of which con- 
versations between claimant, her husband, her physician, and others, were recorded. 
She later sued the bottler charging actionable invasion of privacy, and her right to do 
so was upheld. 
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other personal injury cases, to undertake to “break down’ the profes- 
sional testimony of the opposition upon all points. More harm than good 
will usually result from such a program. No question should be asked 
the plaintiff's attending physician in such case except such as defense 
counsel knows or thinks he knows must be answered, if answered truth- 
fully, in a way to aid the defense. If there is any doubt as to what the 
answer to a given question or questions might be, it is far better to pass 
up plaintiff's professional witnesses and seek to develop the defense 
theory as to the plaintiff's condition by a defense expert or experts. 


Too much emphasis cannot be placed upon the importance of careful 
preparation by defense counsel in advance of trial, both to meet the 
plaintiff's medical testimony and properly to present his own. The aver- 
age good lawyer goes into the trial of his cases better grounded in his 
law than in his facts. And where his case involves alleged human 
ailments he has both a complicated and technical subject-matter with 
which to deal. He should therefore spare neither reading nor conference 
with his own medical experts to inform himself for the trial.** 


Symptoms allegedly resulting from the ingestion of foreign sub- 
stances are perhaps more often psychological than physical. In an article 
in The National Carbonator and Bottler for June, 1934, Professor P. W. 
Fattig, of Emory University, reported extensive reseach by him in this 
field. Experiments carried out on 432 people over a period of years, 
using 18 different kinds of soft drinks and 78 different foreign substances, 
prove conclusively that placing as many as 20 black widow spiders or the 
extracted poison from as many as 12 of these spiders in a bottle of 
carbonated beverage for from 14 hours to as long as 11 days would 
not cause the drinker of such a beverage to become ill, since the poison 
is not digestible and cannot be absorbed through the walls of the 
stomach. Other tests showed that even the most poisonous scorpion 
could be placed in carbonated bottled beverages and the beverage later 
consumed without ill effects to the consumer. Various kinds of lizards, 
roaches and mice that had been poisoned with arsenic, strychnine and 
other deadly medicinal doses were placed in bottles of carbonated 
beverage for various lengths of time, from hours to weeks, and later 
consumed by scores of different people with no ill effects whatever. 

* Highly recommended in this connection is an article ‘‘Meeting Medical Proof,”’ 


by Robert E. Dineen, published in the October, 1941, number of ‘‘Insurance Counsel 
Journal.”’ 
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As many as 27 green bottle flies and as many as 100 blow flies, after being 
killed by poisonous concoctions, were placed in a bottle of carbonated 
beverage for from 20 hours to 70 days and the beverage then consumed 
without causing illness to the consumer. Professor Fattig further says: 


“In addition to this, cockroaches, grasshoppers, crickets, garden slugs, sala- 
manders, toads, frogs, caterpillars, earthworms, 9 different kinds of flies, 5 varieties 
of beetles, kissing bugs, stink bugs, velvet ants, bumble bees, hornets, yellow jackets, 
wasps, ants, and centipedes, were experimented with in the same manner and the 
beverage consumed with no ill effects.” ® 


It is believed that the defense can ordinarily procure the services of 
competent and reputable physicians who will be able to ascertain some- 
thing of the plaintiff's true condition upon a physical examination of him, 
and who will be able to expound soundly the usually inconsequential 
effects of the ingestion of the alleged foreign substance. Indeed, certain 
reputable professional witnesses can be obtained, for reasonable fees, so 
we are advised, actually to demonstrate the harmless character of many 
substances ordinarily considered repulsive, by eating the same in the 
presence of the jury. 


Most of the various defense procedures thus far suggested for use 
before the jury at the actual trial of this type of case are not themselves 
without an element of danger, if overdone. If, for instance, plaintiff's 
physicians are reputable and seem well informed and fair in their state- 
ments, it might sometimes be better not to employ any physician or 
physicians to appear for the defense. Sometimes the employment of a 
defense physician or physicians but serves to magnify the importance 
of the case in the eyes of the jury. Particularly is there danger that this 
may happen if more than one defense physician is employed. Again, 
too much emphasis upon the manufacturing and inspection procedures 
of the defendant may sometimes elicit the feeling on the part of the jury 
that the lily is being painted too white. In this type of case, experienced 
defense counsel will be careful not to ‘‘over-try” his case. Here again, no 
yardstick is available. The procedure adopted should be carefully 
weighed and should embody the best judgment of counsel in light of all 
the considerations and circumstances involved. 


Doubt has already been expressed that the usual care of the inges- 
tion of some foreign substance in food or drink is productive of any grave 


® National Carbonator & Bottler, June, 1934, p. 88. 
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or permanent injury to the claimant. It is therefore believed that only in 
the unusual case is any very sizable verdict warranted. If, however, a 
jury returns a verdict clearly excessive, every effort should be made, 
upon motion to set the verdict aside and upon appeal, either to procure 
the verdict to be set aside for excessiveness or to force a remittitur. In 
some states, unfortunately, Appellate courts do not have the right upon 
affirming the verdict and judgment of a lower court to reduce the amount 
of the recovery. Where, however, an Appellate court has such right, 
good results have sometimes been obtained.”® In other cases remittiturs 
have been procured.” 


It is worthy of note that a diligent search fails to reveal a single case 
in the digests interpreting a food products liability insurance policy. 
This perhaps means that insurers in this field have given their obligations 
under their contracts such fair interpretations that insureds or claimants 
have not had to resort to litigation, at least to go to Appellate courts, 
to establish their rights. If so, it is an outstanding tribute to insurance 
carriers in this field. Such being the situation, when consulted as to the 
purport of such a policy, counsel will apparently have to resort to a priori 
reasoning or to consult decisions defining or interpreting words and 
phrases in the policy when used in other connections. This can doubtless 
sometimes be done, as some of the language used is directly copied or 
adapted from older type policies. 


Conclusion 


What ought the law of food products liability to be? It is apparent 
that, from the standpoint of procedural and evidentiary matters partic- 
ularly, the problem is one of great difficulty. The bona fide claimant will 
usually find it well nigh impossible to prove specific negligence on the 
part of a food processor in the processing of a particular packaged item. 
Wholesalers and retailers are ordinarily free of fault, at least in the 
original package cases, which seem to comprise the bulk of food products 
claims. To hold these dealers liable upon this type of claim, under any 
type of legal reasoning, seems unjustifiably severe, if feasible means can 
be found of imposing the burden upon the party to the matter who is really 

™ Coca-Cola Bottling Co. of Arkansas v, Massey, 193 Ark. 423, 100 S. W. 2d 681; 
Coca-Cola Bottling Co. of Arkansas v. Budy, 193 Ark. 436, 100 S. W. 2d 683; Coca-Cola 
Bottling Co. of Arkansas v. Raymond, 193 Ark. 419, 100 S. W. 2d 963. 


™ Jackson Coca-Cola Bottling Co. v. Renna, 97 So. 674, (Miss. 1923); R, J. Reynolds 
Tobacco Co. v. Loftin, 99 So. 13, (Miss. 1924). 
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at fault. On the other hand, the bona fide processor who is using the 
most modern methods and equipment in his plant is generally incapable 
of showing more than the merits of his system, being unable to give 
specific evidence as to the single package allegedly occasioning injury 
to the consumer. The problem of resolving the rights of the parties in 
a manner consistent with our conception of ethics and justice is therefore 
unusually difficult. It is apparent from what has been hereinbefore said 
that most of the courts have resolved the problem in a manner quite harsh 
toward those processing and handling food products. 


It is believed that those who are potential defendants in this type 
of case can hope for but little, if any, easing of their problems by the 
courts. Most of the so-called pure food legislation to date is also con- 
cerned chiefly with the interests of the ultimate consumer. With the 
importance of legitimately safeguarding these interests, no right-thinking 
person would quarrel. On the other hand, some means should be found 
to enable defendants in this type of case to safeguard themselves against 
claims either fraudulent in their inception or exaggerated as to the alleged 
injuries. The suggestion is made in an able dissenting opinion in a recent 
case that legislation should be had “reconciling, if possible, the divergent 
interests involved.” ** It would doubtless be difficult for the business 
interests involved to procure the enactment of legislation effecting im- 
proved controls over the procedure and evidence in this type of case, 
except, perhaps, where so-called pure food laws are to be enacted or 
are being revised. In such situations the industries concerned might 
very well make representations to the legislatures designed in some 
manner to safeguard against or to impede the successful prosecution 


of baseless or inconsequential claims in this field. 
[The End] 


™ Webb v. Brown Williamson Tobacco Co., supra, p. 124 
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Notes and Comment 


Judicial, Administrative and Legislative Developments 


District of Columbia held subject to Federal Act . . . A Wash- 
ington baker, the owner of a local business carried on entirely within 
the District of Columbia, appealed from a decree restraining him from 
manufacturing or introducing into commerce in the District of Columbia 
food alleged to consist of filthy or putrid substances or prepared, packed 
or held under insanitary conditions in violation of the Federal Food, 
Drug, and Cosmetic Act. He contended that he was subject only to 
the District's local Act of 1941. The Court sustained the decree and 
denied the appeal, saying: “. . . when a general law expressly 
mentions the District, as the Federal Food, Drug, and Cosmetic Act 
does, it can hardly be contended that Congress did not have the Dis- 
trict in mind when it passed the law." The Court pointed out that the 
local Act of 1941 expressly provided that it was not to be considered 
in any respect as a repeal of any of the provisions of the Federal Act 
but as supplemental thereto, stating: ‘Congress could hardly have 
expressed more clearly its continuing intention that all provisions of 
the Federal Act should be enforced, in accordance with their terms, 
in the District of Columbia.” Samuel Rubenstein v. United States. 
United States Court of Appeals, District of Columbia. January 14, 1946. 





Retailer liable for hidden defects in sealed package . . . Plaintiff 
purchased from defendant, retail grocers, a sealed package of “‘chili con 
carne.” The plaintiff and his family partially consumed the contents of 
the package, but they induced such nauseating effects that the entire 
package was emptied, and it was thereupon discovered that the package 
contained part of the leg of a dead rat which allegedly poisoned the 
entire contents, causing damage to the plaintiff. The lower court upheld 
the contention of the defendant that inasmuch as the package was sealed 
it had no knowledge of the alleged defects, and could not have had 
any knowledge because to open the package would have destroyed its 
salability. Decision of the lower court reversed. Although prior to the 
enactment of the Kentucky Uniform Sales Act the decision would have 
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been upheld, the Act specifically states that where the buyer either ex- 
pressly or by implication makes known to the seller the purpose for which 
the article is required “. . . and it appears that the buyer relies on the 
seller's skill or judgment (whether he be grower or manufacturer or 
not), there is an implied warranty that the goods shall be reasonably 
fit for such a purpose.” The Court indicated that it was aware that 
the application of the rule involved to the instant case seemed harsh, 
but stated that the retailer could have recourse against the manufacturer. 
The Court also remarked that the rule is especially applied when the 
article involved is food. Martin v. The Great Atlantic and Pacific Tea 
Company. Kentucky Court of Appeals. January 25, 1946. 


Condemnation of entire shipment, where small fraction of repre- 
sentative samples found defective, held valid... . A libel of infor- 
mation was filed against a shipment of goods labeled “Prophylactics” 
on the carton in which they were contained on the allegation that they 
were adulterated and misbranded within the meaning of the Federal 
Food, Drug, and Cosmetic Act. Claimant contended that of the entire 
shipment, based upon the Government's inspection of representative 
samples, only a fraction of one per cent was shown to be defective, 
and the entire shipment should, therefore, not be condemned. Finding 
for the Government. After indicating that there was a difference 
between condemnation and the confiscation or sale of goods, the Court 
said: ‘Condemnation only sustains the Government's position that the 
goods as they were composed in interstate shipment violate the pro- 
vision and purpose of the Federal Food and Drug Act. After the 
decree, the claimant can separate the good from the defective if it 
posts a bond, and thereby will be able to retain the balance of the 
goods. . . . In view of the fact that the tests which the Government 
representatives have applied render the articles useless, it is highly 
improbable that the statute intended that only the defective articles 
are to be condemned.” Despite any alleged hardship involved, the 
duty devolves upon the claimant to separate the good from the bad. 
The Court said: “Certainly, if the manufacturer desires to continue 
the labeling and representations as to the quality and strength of its 
product, it will have to contend with whatever hardships or inconven- 
iences the violation of law may entail." The Court held unsound the 
case of Linited States v. 200 Cases, etc., (D. C. Tex., 1923) 284 F. 
542, 545, where it was held that an entire shipment could not be con- 
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demned unless every article therein had been shown to be defective. 
United States of America v. 4314 Gross, more or less, Rubber Prophy- 
lactics Labeled in Part “ Xcello’s Prophylactics,”” and 11214 Gross, more 
or less, Rubber Prophylactics Labeled in Part ‘Silver-Tex Prophylac- 
tics.” F. D. C. No. 16888. United States District Court, District 
of Minnesota, Fourth Division. February 11, 1946. 


Cease and desist order, against advertisements urging the eating 
of candy prior to meals as a reducing measure, set aside . . . Peti- 
tioners, a candy company, were prohibited by a Federal Trade Com- 
mission order from disseminating allegedly false advertisements which 
represent that excessive weight may be removed from the human body 
through use of petitioners’ candy product and weight reducing plan 
without restricting the diet, and that removal of excess weight by the 
use of such means was “easy.” The order of the Commission was set 
aside. The Court pointed out that there was no question involved 
as to the fact that the candy was wholesome. Further, that the vitamins 
contained in the candy would be adequate to make up for loss of calories 
resulting from eating less fattening food; that it was common knowl- 
edge that sweets eaten prior to meals would have a tendency to curb 
the intake of food. Insofar as the term “easy” is concerned, it is of 
relative connotation, and it is regarded in law as mere puffing or dealers’ 
talk upon which no charge of misrepresentation can be based. The 
Carlay Company, a Corporation, and Carl A. Futter, Individually and 
as President and Treasurer of The Carlay Company, a Corporation v. 
Federal Trade Commission. United States Circuit Court of Appeals, 
Seventh Circuit. February 15, 1946. 


Authority to determine “probable cause” delegated by Federal 
Security Administrator . . . By virtue of Section 304(a) of the 
Federal Food, Drug, and Cosmetic Act, the Federal Security Adminis- 
trator has authority to file multiple libels against misbranded articles, 
when from facts found, without hearing, by him or any other officer 
or employee of the Department of Agriculture, he is bound to the belief 
that “probable cause” exists that the article is dangerous to health, or 
that the labeling of the misbranded article is, in a material respect, 
false or fraudulent. This discretionary power has now been delegated 
by Federal Security Administrator Watson B. Miller, to the Commis- 
sioner, Associate Commissioner, and Assistant Commissioners of Food 
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and Drugs. Order of the Federal Security Administrator, January 16, 
1946. 11 Federal Register 750. 


Hearing on corn meal standards . . . Public hearings, com- 
mencing on March 18, 1946, will be held by the Federal Security Admin- 
istrator for the purpose of receiving evidence upon the basis of which 
regulations may be promulgated fixing and establishing reasonable 
definitions and standards of identity for white corn meal, yellow corn 
meal, white bolted corn meal, yellow bolted corn meal, white degermin- 
ated corn meal, yellow degerminated corn meal, grits, yellow grits, 
white corn flour, yellow corn flour, enriched corn meals, and enriched 
grits. Federal Security Agency Notice of Hearing on Proposed Regu- 
lations. Proposed by Acting Federal Security Administrator, Collins, 
February 11, 1946. Dkt. FDC-44. 11 Federal Register 1600. 


Mercolized Wax Cream containing ammoniated mercury . . . A 
second supplemental order has been issued against the Dearborn Supply 
Company directing the company to cease and desist from disseminating 
advertisements which fail to reveal the harmful potentialities of its 
cosmetic preparation, Mercolized Wax Cream, formerly designated 
Mercolized Wax. The company in its advertisements must reveal that 
its product which contains ammoniated mercury, should not be applied 


to an area of the skin larger than the face and neck at any one time: 
that too frequent application and use over excessive periods of time 
should be avoided; that adequate rest periods between series of treat- 
ments should be observed; that the preparation should not be used when 
the skin is cut or broken; and that in all cases a proper patch test should 
be made to determine whether the patient is allergic or sensitive to 
the preparation. However, the company may, in the alternative, set 
out in its advertisements, only the statement, “Caution: Use Only As 
Directed,” provided the directions for use on the label contain warnings 
to the same effect. It is important to note that the order is not appli- 
cable to any preparation in which the ammoniated mercury content is 
substantially less than three per cent. Federal Trade Commission Sup- 
plemental Order to Cease and Desist, Dkt. 3593, Released January 21, 
1946. 


Misrepresentation of therapeutic qualities in advertising matter 
. . . Joseph Finberg and Philip W. Simons, trading as Raymor Food 
Products Co., Chicago, agree to cease and desist representing that some 
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thirty-nine Raymor preparations are effective in the mitigation or treat- 
ment of approximately three hundred diseases or conditions; that they 
will discontinue using the term “biological nutrition’’ as descriptive of 
their preparations; or using any word, term or representation connoting 
that any of the preparations, due to the inclusion of dried animal glands 
or structures, provide specific nutrition to the corresponding organs or 
structures of the human body. They further agree to stop disseminat- 
ing any advertisement which represents that the use of the preparations, 
“Veg-O-Lax,” “Redus-O-Food,” or “Evita Xal,” is safe, or which fails 
to reveal the potential danger in such use in the presence of abdom- 
inal pains, nausea or other symptoms of appendicitis. However if such 
warnings are incorporated in directions for use on the label the adver- 
tisement need contain only the statement, “Caution: Use Only As 
Directed."" Federal Trade Commission Stipulation, No. 4141, Released 
February 8, 1946. 
Importance of the cuboid bone in therapeutic devices for the feet 
The Burns Cuboid Co., Inc., Santa Ana, Calif., has agreed to 
cease and desist from representing that its product “Cuboids” consti- 
tutes an effective treatment for foot troubles or that the devices will 
restore feet to their normal condition; that the cuboid bone is of greater 
importance than a number of other bones of the foot, or that generally 
distress or disabilities of the feet are due to some maladjustment or other 
disturbance of the cuboid bone; representing that the devices will realign 
the cuboid bone, lock the heel bone into normal position, prevent the 
heel from rotating in the shoe and the foot from slipping forward, dis- 
tribute the weight of the body correctly, exercise weakened muscles and 
invigorate nerve function, prevent the return of pain and discomfort 
to the feet, overcome weakened or fallen arches, flat feet, contracted 
toes, corns or callouses, or overcome cold feet or kindred ailments or 
other common foot troubles; representing that the devices will correct 
the posture in standing or walking; attempting to convey the belief that 
the devices are built on scientific orthopedic lines or made to meet the 
requirements of each individual foot; attempting to induce belief that 
its salesmen are foot specialists or are qualified to prescribe corrective 
measures for the relief of foot disabilities. Federal Trade Commission 
Stipulation, No. 4142, Released February 9, 1946. 
Ointment for “old leg sores” . . . Dermatological Products 
Corp., trading as Glen Products Co., Hoboken, N. J., and Samuel 
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Thomas, Maurice C. Thomas, and Philip C. Thomas, associated with 
the corporation, agree to discontinue using, in connection with the sale 
of Dr. Thomas’ Ointment, the words “leg sores’ or “old leg sores,’ or 
other terms of similar nature, as descriptive of conditions for which their 
product is offered as a cure or palliative. They agree to cease and 
desist from using the word “sore,” either alone or with the word “old” 
or with other words that would have a tendency to indicate that their 
product is a cure or palliative for lesions which are chronic or of long 
standing. Federal Trade Commission Stipulation, No. 4074, Released 
January 23, 1946. 


Perfumes of “French Imported Essence” . . . Jack Leese, trad- 
ing as Jalle and as Jennings Company, New York, agreed to discon- 
tinue the use of the word “French Imported Essence” as descriptive of 
perfumes not composed wholly of essence imported from France. He 
further agreed to discontinue use of the words “French Imported,” 
or either of them, or words of similar connotation in reference to per- 
fumes in order to induce belief that, when contrary to fact, the essential 
oils or ingredients of which they are composed are of French or other 
foreign origin; that when such perfumes are a blend of ingredients or 
oils, a substantial part of which are of French origin or are imported, 
and the words “French Imported,” or either of them are so used, then 
the words shall be accompanied by other words in equally conspicuous 
type indicating that the ingredients composing the product are not 
entirely of French or foreign origin as the case may be. Federal Trade 
Commission Stipulation, No. 4130, Released January 23, 1946. 


Preparation for internal parasites of poultry . . . In connection 
with the sale of its product, “A-C-Tol,”’ the Globe Laboratories, Fort 
Worth, Texas, agrees to cease and desist from: using the term “vermi- 
fuge"’ to describe or refer to the product so as to imply that its use as 
an anthelmintic remedy will destroy or expel all types of worms infesting 
the intestinal tracts of poultry; using the phrase “ninety-nine per cent 
effective in combating internal parasites of poultry’’ or any other phrase 
of like connotation, the effect of which induces belief, contrary to the 
fact, that the preparation when employed as an anthelmintic remedy 
would have the indicated degree of effectiveness or would be equally 
effective against all types of intestinal parasites; using the phrase “a 
thoroughly effective flock stimulant’’ or the term “stimulant” as descrip- 
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tive of a product, none of the ingredient content of which is present 
in sufficient quantity to impart a stimulating effect when administered 
as directed; representing that the U. S. Bureau of Animal Indusry has 
officially approved or endorsed either the A-C-Tol product or the pheno- 
thiazene drug as an anthelmintic remedy for all types of worms and 
parasites, or in any manner to represent inaccurately the findings of the 
Bureau with reference to such drug. Respondent further agrees to dis- 
continue the dissemination of any advertising which fails to include a 
cautionary statement as follows: ‘‘Caution: This product is toxic. 
The phenothiazine content of this product, under some conditions, may 
cause marked changed in red blood cells and hemoglobin. Birds that 
are sick, ailing or emaciated from any cause should not be treated. 
Before treating large numbers of birds, first treat a few and if no 
unfavorable reactions follow, treat the balance of the flock.” However, 
such text need not be set out if the advertising contains the statement: 
“Caution: Use only as directed,” if the label has the warning statement 
printed conspicuously thereon. Federal Trade Commission Stipulation, 
No. 4137, Released January 26, 1946. 


Tenth Sheet Supplement to U. S. Pharmacopoeia issued . . . 
Official May 1, 1946, the Tenth Sheet Supplement to the Pharmacopoeia 


of the United States, Twelfth Revision, effects changes in the mono- 
graphs for quinidine sulfate, cinchona, quinine ethylcarbonate, quinine 
bisulfate, quinine dihydrochloride, quinine hydrochloride and quinine 
sulfate, which are authorized in recognition of a new comme:cial source 
of quinidine and quinine in South America; revises the continuous piece 
specifications for gauze bandages; restores the original U. S. P. XII 
formulas for Camphorated Opium Tincture, Compound Gentian Tinc- 
ture, Ipecac Syrup, and Wild Cherry Syrup, discontinuing war formulas; 
and increases the permissible moisture content of Ergot from six to 
eight per cent. 


Boric Acid Bill . . . Seeks to amend section 502 of the Federal 
Food, Drug, and Cosmetic Act (prescribing the circumstances under 
which a drug is deemed misbranded) by inserting at the end thereof 
the following: “(k) If it contains any quantity of boric acid, or of 
any other substance which is poisonous when used internally and which 
is similar in appearance to another drug which is for use internally, 
unless it bears a label containing the statement ‘Warning—Poisonous 
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If Used Internally.’"’ H.R. 686, pending in the United States House 
of Representatives. 

Bill to require publicity for Commission orders . . . Seeks to 
amend section 5(b) of the Act creating a Federal Trade Commission 
by requiring the person, partnership, or corporation complained of, 
where the Commission's order is based upon an unfair or deceptive 
act or practice covered by section 12(b) of the Act (relating to the 
dissemination of false advertisements of foods, drugs, devices, or cos- 
metics), to give the same sort of publicity, at its own expense, through 
the same medium as that used in the advertisement or advertisements 
complained of, to the order of the Commission, at such time and manner, 
which, in the judgment of the Commission, will fully inform the public 
as to the requirements of the Commission with respect to the claims 
and advertising matter of the person, partnership, or corporation com- 
plained of. H. R. 3105, pending in the United States House of 
Representatives. 


The Reece Bill . . . Seeks to divorce the Federal Trade Com- 
mission of jurisdiction over labeling of foods, drugs and cosmetics, and 
to compel the agency to base its decisions upon a preponderance of the 
evidence. The following sections of the Federal Trade Commission 
Act are subject to the bill, and are amended as follows if and when 
the bill becomes law: 5(c), makes the findings, of the Commission, 
as to facts, conclusive only if supported by a preponderance of the evi- 
dence; 5(1), makes the person, partnership or corporation who violates 
a cease and desist order that is in effect subject to a maximum penalty 
of $1000 for each violation, not to exceed the sum of $10,000 in the 
aggregate, which may be recovered in a civil action brought by the 
United States; 15(a), makes a false advertisement one that is mis- 
leading, not only by virtue of representations actually made, but which 
fails to reveal material facts, which, in the light of such representations, 
would prevent deception resulting from indirection and ambiguity, as 
well as from statements which are false; 15(f), this is a new subpara- 
graph and defines “‘labeling” as ‘‘all labels and other written, printed, 
or graphic matter (1) upon any article or any of its containers or wrap- 
pers, or (2) accompanying such article’; 19, this is a new section, 
added to the Act, and exempts from it, food, drugs, devices, and 
cosmetics which are subject to the Federal Food, Drug, and Cos- 
metic Act. 
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Proponents of the bill charge that under the present law, a great 
many courts are holding that so long as any evidence to support the 
finding of facts by the Commission is present, the finding will not 
be disturbed. This principle, they charge, makes a review-by the Courts 
futile. In amending the Act by compelling the Commission to make 
a finding of fact only on the preponderance of the evidence, the right 
to review by a Court is protected, and the Commission does not in 
effect sit as prosecutor, judge and jury. Further, the bill by defining 
what “labeling” is seeks to take jurisdiction over that function away 
from the Commission. H. R. 2390, pending in the United States House 
of Representatives. 


Renovated butter bill . . . Under Section 2352 of the Internal 
Revenue Code, the Secretary of Agriculture has the authority to ascer- 
tain all materials used in the manufacture of process butter which are 
deleterious to health or unwholesome in the finished product. If such 
deleterious material is found in such product, he is authorized to con- 
fiscate it. However, experience has indicated that this section is well 
nigh impossible of enforcement because, in many instances, the forbidden 
matter cannot be detected in the finished product except by expensive 
miscroscopic analysis, and, usually by the time that is accomplished, the 
product has already entered commerce, and sometimes, has been con- 
sumed. H. R. 3611 would correct this situation by establishing and main- 
taining continuous inspection of all qualified establishments which 
manufacture process butter; it: would provide for the inspection of all 
raw materials entering into the manufacture of process butter, for the 
inspection and labeling of the finished product, for sanitary control of 
factories in which the product is prepared, and for the adoption of 
uniform regulations for its manufacture and sale. H. R. 3611, passed 
by the United States House of Representatives, March 4, 1946; pending 
in the Senate. 
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